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ABSTRACT  
 
Advertisements of medicinal products can empower consumers with information. Ideally, 
this information might enable them to make informed decisions, or lead to an early 
diagnosis or treatment of illnesses, or assist discussions with physicians regarding 
embarrassing conditions such as erectile dysfunction, weight loss and baldness. However, 
the content of advertisements is not always true and accurate. On many occasions, 
consumers have been misled by exaggerated claims or false claims of miracle cures. The 
increasing deceptive health claims in advertisements has resulted in an environment of 
confusion and mistrust amongst consumers and patients.  
 
Medicinal products and these include prescription drugs and non-prescription drugs as well 
as products such as food, dietary supplements and cosmetics which are classified as 
medicinal products (the latter referred to as health-related products in the thesis), are at 
times promoted through the use of deceptive claims. In some instances, important 
information regarding the side effects of products and contraindications, where it is 
inadvisable to use the products, is omitted as this may have a negative impact on the 
purchase of the products. The consequence is that consumers are harmed by false and 
misleading advertising.  
They must 

Countries adopt a variety of measures to address the problems posed by deceptive 
advertising. These include use of different types of rules and regulatory controls. In some 
instances varied advertising standards are used so as not to unduly restrict information. 
There are also differing levels of participation from industry in the regulation.  
 
This thesis compares and assesses the regulation of the advertising of medicinal products 
in three jurisdictions, namely Malaysia, Australia and the United States. The study 
analyses significant reforms to the regulation of two types of advertising: (1) advertising of 
prescription drugs and (2) advertising of non prescription drugs and health related 
products. The issues therein analysed include: the classification of products as medicinal 
products in the respective regulatory regimes; the modes of regulation adopted in the 
regulation of advertising and the respective systems of regulatory controls, including pre-
approvals of advertisements, monitoring of infringement and the respective enforcements. 
 
The thesis argues that DTCA (direct-to-consumer advertising) of prescription drugs should 
not be allowed in Malaysia. It presents analysis that demonstrates why DTCA of 
prescription drugs may be appropriately regulated through its prohibition. With regard to 
advertising of non prescription drugs and health-related products, it argues that 
collaboration between regulatory agencies and industry associations would be beneficial in 
their regulation. The thesis considers the use of modes of regulation such as co-regulation 
and enforced self-regulation in the regulation of advertising of medicinal products, and 
uses economic analyses to gauge their effectiveness.  
 
The thesis makes an original contribution to knowledge by exploring this under studied 
topic through the means of a comparative and economic analysis. It is hoped that the 
analysis drawn in this thesis will be of use to the regulator in Malaysia when considering an 
improvement to the regulation of advertising of medicinal products.  
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CHAPTER 1 

THE INTRODUCTORY CHAPTER  

1.1 BACKGROUND TO THE THESIS INQUIRY  

The thesis was motivated by concerns arising from prominent reports of serious 

adverse health effects suffered by people as a result of taking medicines that had been 

advertised as safe in Malaysia. A medicinal product known as Slim 10 was promoted as a 

purely herbal substance in a Singaporean television commercial, but it was later found to 

be adulterated with Fenflluramine, a substance that can cause heart-valve disease. The 

product was purchased and consumed by Andrea Heidi De Cruz, a Singaporean actress, 

who subsequently suffered liver failure. She purchased the pills falsely believing them to be 

safe.1 Following the incident involving Andrea Heidi De Cruz, which caused a scare in 

Singapore, investigations commenced in Malaysia on the use of this product. The stories of 

two individuals who claimed to have taken the pill having seen similar advertisements and 

who suffered similar heart conditions, became widely known.2 Concerns over the deceptive 

promotion and sale of slimming products increased with the press reporting more incidents 

and pressuring the government for a regulatory ‗fix‘.3  

 

Whilst unsafe and ineffective medicinal products may be recalled, concerns have been 

raised about how to manage claims relating to the safety and efficacy of products which 

are made in advertisements. A recent Internet search of websites, for instance, revealed 

                                                        
1 See De Cruz Heidi v Guangzhou Yuzhing Health Products Co Ltd and Others (2003) SGHC 229. 
 
2 K. Saithuruka ‗Government Bans Bestrim‘ The Star (Malaysia) 5 June 2005; Also see Nutriweb Online 
(Malaysia) at <http://www.nutriweb.org.my/article.php?sid=63>. 
 
3 See generally Dr Too ‗Drug Control Authority Needs to Perk Up‘ Malaysiakini Online (Malaysia) 27 February 
2006; How Safe Are The Herbal Option? The Malay Mail (Malaysia) 29 May 2002; Fong Celeste ‗Stern 
Action Against Misleading Slimming Ads‘ The Star (Malaysia) 14 June 2002; Keeping a Watchful Eye on 
Sliming Products', News Straits Times (Malaysia)   29 July  2002; ‗Banning Product is Not Good Enough', 
The Star, (Malaysia) 6 June 2002; Ensuring Slimming Pills are Really Safe', New Straits Times, (Malaysia) 3 
July  2002; 'More Slimming Products Banned', News Straits Times, (Malaysia) 10 July 2002; Also see 
generally Poosparah Sujatani ‗Ministry Orders Withdrawals of Slimming Product Bestrim‘ New Straits Times 
(Malaysia) 5 June 2002.  
 

http://www.nutriweb.org.my/article.php?sid=63
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advertising claims such as that medicinal products are purely ‗herbal and safe‘, ‗100% safe 

and effective‘, or ‗100% natural‘ are found.4 Also found were various testimonies; in one of 

which there was a claim of a cure for cervical cancer,5 while in another a product was 

promoted with the claim that it would address impotency in men.6 Advertisements also 

commonly show before and after photographs of patients who had taken the product and 

allegedly been cured.7 These sorts of claims are obviously very difficult for individual 

consumers to substantiate. 

 

Concerns about incorrect or misleading information provided by pharmaceutical companies 

are supported by research studies. For examples, a recent study which focused on the 

quality of information provided by pharmaceutical companies in medical journals in three 

jurisdictions namely, Malaysia, Australia and the United States revealed that information on 

side effects, contraindications, warnings or precautions were given in less than half (41%) 

of the advertisements in medical journals in Malaysia.8 Important ‗negative‘ information 

which is thought to discourage a physician from prescribing the product was omitted.9 It 

was also discovered that the minimum abbreviated prescribing information, as required by 

the Pharmaceutical Association of Malaysia (PhAMA) Code of Pharmaceutical Marketing 

Practices for Prescription (Ethical) Products (18th Edition) 2010 (Malaysia),  which is the 

Malaysian guide governing the advertising of prescription drugs directed at health-care 

professionals was not provided in some advertisements.10 The study, in essence, found 

that low quality information is given to physicians in Malaysia when compared with 

                                                        
4 Rainforestherbs at <http://www.rainforestherbs.com/products.html>. The website was last visited on 9 
November 2010. 
 
5 <www.lengsian.com.my>. The website was last visited on 9 November 2010. 
 
6 Rainforestherbs at <http://www.rainforestherbs.com/products.html>. The website was last visited on 9 
November 2010. 
 
7 See <www.healwell.com.my> Last visited on 9 November 2010. 
 
8 Noordin Othman, Agnes Isabelle Vitry and Elizebeth Ellen Roughead, ‗Medicines Information in Medical 
Journal Advertising in Australia, Malaysia and the United States: A Comparative Cross-Sectional Study' 
(2010) 3(1) Southern Med Review 11, 14. 
 
9 Ibid. 
 
10 Ibid.  
 

http://www.lengsian.com.my/
http://www.healwell.com.my/
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Australia and the United States. Accordingly this study highlighted the need for effective 

regulation governing the advertising of prescription drugs to physicians in Malaysia.11 

A similar study is yet to be carried out with regard to the quality of information which is 

carried in print and broadcast advertisements, and on medicinal products other than 

prescription drugs. Nevertheless serious concerns over prohibited advertisement have 

been raised, and measures to address them are being actively considered.12 Despite these 

concerns, there is an existing system in place for regulating advertising of medicinal 

products in Malaysia.  

 

In Malaysia, claims about medicinal products may be permitted in advertisements if they 

are accurate and not misleading and do not pledge to prevent, treat, or cure serious 

illnesses without obtaining the necessary pre-approvals. The Medicines (Advertisement 

and Sale) Act 1956 (Malaysia) prohibits the making of deceptive advertisements, as well as 

advertising regarding the prevention or treatment of disease and conditions of human 

beings, such as diseases or defects of the kidney, heart, diabetes, epilepsy or fits, cancer, 

infertility, impairment of the sexual function or impotency.13 It also prohibits therapeutic 

claims in advertisements unless they are drugs and they have been subject to the 

requirement to prove safety and efficacy. The claims must also be pre-approved by the 

Medicine Advertisement Board (the MAB), which is the regulatory agency that oversees 

advertisements for medicines in Malaysia.14  

 

This thesis aims to provide guidance to regulators in Malaysia by assessing the Malaysian 

regulatory regime, and making recommendations as to how the regulation of 

advertisements of medicinal products may be enhanced or improved so as to ensure that 

consumers are adequately protected from misleading claims in advertisements. The 

introductory chapter explains how the thesis will achieve this objective. 

                                                        
11 Othman, Vitry and Roughead, above n 8. 
 
12 Interview with 3 officers namely; (1) Yogeswary a/p V Markandoo, the Deputy Director of Pharmacy 
Enforcement Division; (2) Nor Aza Binti Hassan, the Assistant Deputy Director of Pharmacy Enforcement 
Division; and (3) Azlinda Binti Abdul Samad, the Assistant Deputy Director of Pharmacy Enforcement 
Division, all from the Medicine Advertisement Board, Pharmacy Enforcement Division Ministry of Health 
Malaysia, (personal interview, 18 May 2007). 
 
13 Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 3 (1) (a). 
 
14 Ibid s 4B (1). 
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1.2 THESIS INQUIRY  

The section of the chapter sets out the main research objectives of the thesis, before 

explaining the primary research question that will be addressed in the thesis. It also 

identifies the subsidiary research questions that must be dealt with in addressing the 

primary research question. 

1.2.1 Research Objectives 

The thesis essentially aims to evaluate the regulation of advertising of medicinal products 

in Malaysia and to suggest reforms so as to improve the existing Malaysian regulatory 

regime.  In this thesis, medicinal products broadly include: prescription drugs; non-

prescription drugs and products such as food, dietary supplements and cosmetic which, in 

this thesis, are referred to as health related products (the HRPs). As will be seen, it is 

important to understand that HRPs may be classified as medicinal products if it is found 

that therapeutic claims are made in the advertisements for these products.  

 

The desired outcomes of this thesis are, by means of reasoned arguments and rigorous 

analysis, to enable Malaysia to make determinations on two questions, which the thesis 

identifies as central to an effective system for regulating advertising of medicinal products. 

The questions are:  

 First, should Malaysia permit direct-to-consumer advertising (DTCA) of 

prescription drugs or should Malaysia continue its ban on DTCA of 

prescription drugs?  

 Second, what form of regulation should Malaysia adopt with regard to the 

regulation of advertising of non-prescription drugs and HRPs both of which 

is permitted, so as to ensure that consumers are adequately protected 

from deceptive advertising?  

 

As explained at [1.2.2] immediately below, the thesis aims to facilitate these determinations 

by answering one fundamental question, and addressing a number of subsidiary questions.  
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1.2.2 Research Question  

The apparent proliferation of exaggerated or misleading claims in advertisements for 

medicinal products in Malaysia obviously raises many questions regarding the adequacy of 

regulation. In particular, question arise in relation to: identifying the weaknesses in the 

regulatory regime which may result in inadequate regulation; the obstacles faced by 

regulators in addressing the problem of deceptive advertising; and the allocation of 

responsibility for failing to control deceptive advertising of medicinal products. These 

questions also raise much broader issues, such the extent to which the failings in the 

Malaysian system of regulation might ultimately be a political issue. These are extremely 

complex questions and, consequentially this thesis does not propose to address all of 

them; instead, it aims to focus on one primary concern: namely, how in certain respects, 

the existing system of regulation of advertising of medicinal products be improved so as to 

ensure that consumers are adequately protected against deceptive claims in 

advertisements? In dealing with this primary question, the thesis also addresses the 

following subsidiary questions:  

 

 

 What are the strengths and weaknesses in the current system of regulation of 

advertising of medicinal products in Malaysia? 

 What are the challenges faced in the regulation of advertising of medicinal 

products and how the challenges are addressed by Australia and the United 

States?  

 Based on a comparative analysis between Australia, the United States and 

Malaysia, how can the regulation of the advertising of medicinal products in 

Malaysia be improved? 

 How can the regulation of advertising of medicinal products be carried out 

cost-effectively? 

 

 



Chapter 1 – Introduction to the Thesis 

 

6 

 

1.3 RESEARCH METHODOLOGY AND STRUCTURE  

This section of the chapter explains the research methodologies employed in answering 

the research questions, and the rationales for the methodologies employed in the thesis. It 

also sets out the structure of the thesis.  

1.3.1 Research Methodology  

The research undertaken in this thesis consists of two main types of analysis: first, a 

comparative analysis and second, an economic analysis. The comparative analysis 

undertaken in this thesis involves a comparison of the regulation of advertising of medicinal 

products in Australia and in the United States. The rational for selecting Australian and the 

American regulatory regimes for comparison with Malaysian regime is explained at 

[1.3.1.1] immediately below. The comparative analysis focuses on the following key 

aspects of the respective regulatory regimes: the regulation of direct-to-consumer 

advertising (DTCA) of prescription drugs; the classification of products as medicinal 

products in the respective regulatory regimes; the modes of regulation adopted in the 

regulation of advertising; and the respective systems of regulatory controls, including pre-

approvals of advertisements, monitoring of infringement and the respective enforcements. 

 
The second type of analysis undertaken in this thesis is economic analyses. As the legal 

control of advertising of medicinal products takes the form of relatively complex regulatory 

regimes, economic analysis is considered essential to identifying the objectives of the 

respective regimes, as well as assessing the regimes. The application of economic 

analysis is considered essential in formulating recommendations to ensure that regulation 

in Malaysia is not only effective in preventing deceptive advertising, but is also cost 

effective. The economic analysis of regulation, and of the regulation of advertising of 

medicinal products, is explained in some detail in chapter 2 of the thesis. As explained at 

[2.9], the thesis employs forms of both cost-benefit and cost-effectiveness analyses. The 

rationale for employing an economic analysis is explained further at [1.3.1.3] below. 
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1.3.1.1 The Rationale for Comparison with the United States and Australia  

There has been more accumulated experience in the regulation of advertising of medicinal 

products in Australia and the United States than in Malaysia. Therefore an analysis of the 

relatively complex regulatory regimes in those jurisdictions is likely to assist in evaluating 

the Malaysian regime. Moreover there have been significant studies and official reviews of 

the regulatory regimes in both Australia and the United States. For example, in Australia a 

number of studies have investigated whether consumers are adequately protected from 

misleading advertisements of medicinal products.15 Further, there is an extensive body of 

secondary literature concerning the regulation of advertising of medicinal products in 

Australia and United States. The extant Australian secondary literature ranges from 

discussions of the benefits of advertising prescription medicines,16 to the regulation of 

complementary medicines,17 the regulation of online pharmaceutical products18 the history 

of therapeutic goods regulation,19 and in relation to Australia, to the recent debate 

concerning the proposed Trans-Tasman Joint Regulatory Scheme.20  

 

                                                        
15 Rhonda Galbally, Review of Drugs, Poisons and Controlled Substances Legislation: Final Report Part A  
(January 2001); Toogoolawa Consulting Pty Ltd, Report of a Review of Advertising Therapeutic Products in 
Australia and New Zealand, (November 2002); Expert Committee on Complementary Medicines in Health 
System, Complementary Medicine in Australian - Report to the Parliamentary Secretary to the Minister of 
Health and Ageing (September 2003).  
 
16 Peter R Mansfield, Do Advertisements in Clinical Software Influence Prescribing (2008)? 188(1) Medical 
Journal of Australia 13; Harvey, Ken J et al., Pharmaceutical Advertisements in Prescribing Software: An 
Analysis (2005) 183(2) Medical Journal of Australia 75; David A Newby and David A Henry, Drug Advertising; 
Truths, Half-Truths and Few Statistics (2002) 177(6) Medical Journal of Australia 285; Tim W Loke, Fong 
Chee Koh and Jeanette E Ward, Pharmaceutical Advertisement Claims in Australian Medical Publications 
(2002) 177 Medical Journal of Australia 291. 
 
17 Ken, J. Harvey, et al., Commercialism, Choice and Consumer Protection: Regulation of Complementary 
Medicines in Australia (2008) 188(1) Medical Journal of Australia 21; Lorinda Hokin and Soraya Mir, 
Regulation and Enforcement of Advertising Requirements for Therapeutic Goods (2006) 14(10) Australian 
Health Law Bulletin 113; Graham Peachey, Regulation of Complementary Medicines: The Australian 
Experience (2000) 34 Drug Information Journal 311. 
 
18 Paul Bernath, Regulation of Online Pharmacy: An Australian Perspective (2002-2003) 10 Journal of Law 
and Medicine 339. 
 
19 John McEwen, A History of Therapeutic Goods Regulation in Australia (Therapeutic Goods Administration, 
Canberra, 2007) 159. 
 
20 Frances H Miller, Consolidating Pharmaceutical Regulation Down Under : Policy Options and Practical 
Realities (2006) 25(1) The University of Queensland Law Journal 112; Thomas A Faunce, Kellie Johnston 
and Hilary Bambrick, The Trans-Tasman Therapeutic Product Authority: Potential AUSFTA Impacts on 
Safety and Cost-Effectiveness Regulation For Medicines and Medical Devices in New Zealand (2006) 37 
Victoria University Wellington Law Review 365. 
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The United States, on the other hand, has a long and impressive history of regulating 

advertisements of medicinal products, but has taken quite a different approach to 

Australian. For instance, the United States regulatory regime gives greater prominence to 

consumer information, with advertisements being viewed as an important vehicle to convey 

information about medicines to consumers. The American secondary literature in the area 

is even more extensive than the Australian literature and includes the development of 

direct-to-consumer advertising regulation,21 the First Amendment Protection to advertising 

of prescriptions drugs,22 and an exploration of the advertising liabilities of direct-to-

consumer-advertising.23  

 
As opposed to the wealth of research on the Australian and American regimes, there has 

not previously been a comprehensive study made into the regulation of advertising of 

medicinal products in Malaysia. In February 2010, a group of researchers conducted a 

comparative study on the provision of medicine information in widely circulated medical 

journals in Malaysia, Australia and the United States. This was the first comparative study 

                                                        
21 Francis B. Palumbo and C Daniel Mullins, The Development of Direct-to-Consumer Prescription Drugs 
Advertising Regulation (2002) 57 Food and Drug Law 423; John Shaeffer, Prescription Drug Advertising - 
Should States Regulate What Is False and Misleading? (2003) 58 Food And Drug Law Journal 630; Anthony 
D Cox and Dena Cox, 'A Defense of Direct-to-Consumer Prescription Drug Advertising' (2010) 53 Business 
Horizon 221; Isaac D. Montoya, Gwen Lee-Dukes and Dhvani Shah, 'Direct -To-Consumer Advertising: Its 
Effects on Stakeholders' (2008) 37(2) Journal of Allied Health 116; Jeffrey T Berger, et al., 'Direct-to-
Consumer Drug Marketing: Public Service or Disservice?' (2001) 68(3) The Mount Sinai Journal of Medicine 
197; Peter J. Neumann, et al., 'Drug Costs: Are Pharmaceuticals Cost-Effective? A Review Of The Evidence; 
Do Drug Treatments Give Value for the Money? Careful Analysis Can Yield Useful Information, This Study 
Finds' (2000) 19(2) Health Affairs 92; Kurt C Stange, 'Time To Ban Direct-To-Consumer Prescription Drug 
Marketing' (2007) 5(2) Annals of Family Medicine 101; Gary Humphreys ‗Direct-to Consumer Advertising 
Under Fire Bulletin of World Health Organisation’ (2009) 87(8), 576; Barbara Mintzes, et al., 'How Does 
Direct-to-Consumer Advertising (DTCA) Affect Prescribing? A Survey in Primary Care Environment With and 
Without Legal DTCA' (2003) 169(5) Canadian Medical Association or its licensors 405; Richard L Kravitz, et 
al., 'Influences of Patients' Request for Direct-to-Consumer Advertised Antidepressants: A Randomized 
Controlled Trial' (2005) 293(16) Journal of American Medical Association 1995; Martin S. Lipsky and 
Christine A. Taylor., 'The Opinions and Experiences of Family Physicians Regarding Direct-to-Consumer 
Advertising' (1997) 45(6) Journal of Family Practice 495. 
 
22 Miriam Shuchman, 'Drug Risks and Free Speech: Can Congress Ban Consumer Drug Ads? ' (2007) 
356(22) The New England Journal of Medicine 2236; Brienne Taylor Greiner, 'A Though Pill to Swallow: 
Does the First Amendment Prohibit WV From Regulating Pharmaceutical Companies' Advertising Expenses 
to Lower the Cost of Prescription Drugs' (2007) 140 West Virginia Law Review 140. 
 
23 Heather Justin Lee, Liability for Direct-To-Consumer Advertising and Drug Information on the Internet 
(2001) 68(4) Defense Counsel Journal 412; Jaclyn Carole Hill, The Learned Intermediary Doctrine and 
Beyond: Exploring Direct-To-Consumer Drug Advertising Liability in The New Millennium (2005) Defense 
Counsel Journal 362. 
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on pharmaceutical product information in Malaysia, but the study was limited to information 

provided to physicians in medical journals.24  

 

Malaysia has limited experience in regulating the advertising of medicinal products, as well 

as a limited body of published research in this field. A comparative study of regulation 

involving countries which have both extensive regulatory experience and a substantial 

secondary literature should therefore assist in identifying inadequacies with the Malaysian 

regulatory system. Moreover, as Australia and the United States are both common law 

systems, albeit with quite different legal and political frameworks, comparison with the 

regulatory regimes in these jurisdictions is likely to be more relevant to Malaysia than 

comparisons with civil law jurisdictions.  

 

Of course a degree of caution is required in undertaking any comparative analysis. Factors 

such as legislative history, economic and technological developments, and cultural issues, 

inevitably influence the manner in which a mode of regulation is established. Consequently 

studies which fail to consider these factors are generally criticised for lacking 

comprehensiveness.25 However, a comparative analysis of key aspects of regulation of 

advertising of medicinal products must necessarily enhance the understanding of how 

regulation is carried out in a jurisdiction such as Malaysia, and thereby assist in identifying 

the alternatives available for improving regulation in Malaysia. 

1.3.1.2 The Rationale for Comparing the Key Aspects of Regulation 

An in-depth analysis of key aspects of regulation will enable an evaluation to be made 

regarding the regulation of advertising in the three jurisdictions. This is despite the fact that 

similar outcomes are reached by means of different rules, methods of implementation and 

institutions. The fundamental questions concern what contributions each of these aspects 

offer and how their relationship with one another informs the regulation of advertising of 

medicinal products.  

 

                                                        
24 Othman, Vitry and Roughead, above n 8, 11. 
 
25 Stephen Breyer, 'Analyzing Regulatory Failure: Mismatches, Less Restrictive Alternatives and Reform' 
(1979) 92(3) Harvard Law Review 549, 551. 
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First, the thesis examines the classification of medicinal products in the three jurisdictions. 

It attempts to solve the uncertainty posed by a lack of uniformity in terminology. It is noted 

that different terms such as ‗drugs‘ and ‗therapeutic goods‘ are used to refer to medic inal 

products or products which are intended for a medicinal purpose. Drugs, both prescription 

and the non-prescription types, and HRPs under certain circumstances, are classified as 

medicinal products. In other words, there are some instances when these products are 

exempt from classification as drugs and accordingly excluded from stringent regulations 

which governs drug safety and efficacy. The implication of declassification is profound, in 

the sense that it offers a lesser degree of protection to consumers. This comparative 

analysis uncovers a disparity in the types of products which qualify as medicinal products 

in the three jurisdictions, and as a result, varied degrees of controls and standards are 

applied. Consequently, a diverse level of protection is accorded to consumers, in the three 

jurisdictions.  

 

Second, the thesis assesses the controls employed in the regulation of advertising of 

medicinal products. Two main controls, namely, use of varied types of rules and regulatory 

controls such as pre-approval of advertisements, monitoring of infringement and 

enforcement, are discussed under two separate sub-headings. Although they are inter-

related, separate assessments are initially made so as to clarify what part each of the 

controls plays. A consideration of the impact of the controls working together follows. 

 

Controls may be imposed through the rules. Rules include both those rules prescribed in 

legal instruments, such as the primary legislation, delegated legislation and codes of 

practices (hereafter referred to as formal rules) and rules which are not directly enforceable 

by law and which are found in industry guidelines (hereafter referred to as informal rules). 

These rules which form the basis for controls over advertising are analysed in terms of 

their comprehensiveness. Whilst rigid, poorly targeted, or difficult to ‗implement and 

enforce‘ rules remain issues of concern in relation to formal rules, the informal rules are 

increasingly recognised as flexible and targeting the problem of deceptive advertising more 

effectively. These rules, which guarantee a minimum standard for advertising, are 

considered to be a part of the overall regulation. Hence, an analysis of how useful these 

rules are in shaping controls has been attempted. The aim is to enable a judgement to be 

made in respect of the sufficiency of the rules in achieving the objectives of preventing 
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deceptive advertising without ‗over-regulating‘ the same to the detriment of the growth of 

industry.  

 

The study of the regulation of advertising of medicinal products is incomplete or 

meaningless if one looks at the rules in isolation from their implementation. Unless a 

review of how the rules have been implemented is included, it is impossible to gain a 

comprehensive insight into the working of the system of regulation. Therefore regulatory 

controls employed in the regulation are reviewed.  

 

A broad spectrum of regulatory controls may be used to prevent deceptive advertising, but 

the discussion in the thesis is confined to regulatory controls which include systems of pre-

approval of advertisements, monitoring of violations of advertising laws and enforcement. 

Pre-approval of advertisements refers to a process where advertisements are checked for 

untrue, misleading or highly exaggerated medicinal claims before they are disseminated to 

the public. Monitoring refers to the process of identifying violations of regulations so as to 

enable appropriate measures to be taken to prevent violations from recurring. It is also to 

ensure that promotional activities conform to the standards established by law. 

Enforcement refers to a system where violations are detected and offenders are punished 

so as to prevent reoccurrence of prohibited activity or to encourage compliance with the 

law. Each of the three jurisdictions employs these three types of controls, but implements 

them quite differently. For example, a mandatory pre-approval of advertisements is not 

uniformly carried out in all the jurisdictions although the system of pre-approval is 

practiced. A system that places greater prominence on pre-approval seems to adopt a less 

vigorous enforcement. The thesis explains the possible rationale for their varied 

approaches and how a balance between varied controls is achieved.  

 

The appropriate mode of regulation to be used for the regulation of advertising of medicinal 

products is also explored. The advantages and disadvantages of using an alternative mode 

of regulation such as co-regulation and enforced self-regulation in the regulation of 

advertising of medicinal products over the traditional form of command and control are 

explained. Cost-benefit analysis is used to support the recommendations of using a 

particular type of regulation over another type.  
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1.3.1.3 The Rationale for an Economic Analysis 

Economic evaluations, including cost-benefit and cost-effectiveness analyses are used so 

as to enable the recommendation of a mode of regulation that is cost-effective. Diverse 

rules, methods of implementation and enforcement are necessarily, to a certain extent, 

influenced by cost factors. Consequently economic analyses are likely to provide all the 

appropriate stakeholders in Malaysia with a broader understating of key factors in their 

decisions with regard to the regulation of advertising of medicinal products. The techniques 

of economic analysis employed in this thesis are explained in some detail in chapter 2. 

While the thesis employs economic analysis, however, it is mindful that the objective is to 

provide viable, practical options for reforming the Malaysian regulatory regime, and not to 

provide ‗perfect‘ solutions which may not be practical to implement in the Malaysian 

context.  

1.3.2 Structure of the Thesis 

The thesis is divided into three main parts. In the first part, this chapter, chapter 1, 

introduces what the thesis is about and the rationale for the thesis inquiry. It also 

introduces the methodology by which the inquiry is carried out. It presents the justifications 

for the comparative study with the United States and Australia, as well as for the aspects of 

regulation that are compared and analysed. The range of issues which the thesis covers is 

also highlighted in chapter 1. Chapter 2 then explains the concept of regulation in the 

context of regulating deceptive advertising. It also introduces and explains the economic 

analyses which can be employed to assess the effectiveness of regulation. The main 

objective of chapter 2 is to enhance the understanding regarding regulation, and the 

economic analyses of regulation, so as to facilitate the recommendation for an appropriate 

regulatory regime for Malaysia 

 

The second part of the thesis consists of three chapters. Chapters 3, 4 and 5 review the 

regulation of the advertising of medicinal products in three jurisdictions, namely, Malaysia, 

Australia and the United States. These chapters explore key aspects, relevant to the 

regulation which includes: the classification of products as medicinal products in the 

respective regulatory regimes; the use of varied types of rules in the regulation of 

advertising of medicinal products, the modes of regulation adopted in the regulation of 



Chapter 1 – Introduction to the Thesis 

 

13 

 

advertising and the respective systems of regulatory controls, including pre-approvals of 

advertisements, monitoring of infringement and enforcements The aim is to establish the 

foundation for a comparative analysis in Chapter 6. Accordingly, these three chapters 

examine the instances when products qualify for regulation as medicinal products, and 

then explain in some detail the regulations which govern the advertising of these products.  

 

Chapters 6 and 7 comprise the third part of the thesis. Chapter 6 compares and analyses 

the regulation of the advertising of medicinal products in the three jurisdictions, and 

provides recommendations in relation to the proposed reforms of the Malaysian regulatory 

regime. It provides arguments to support the conclusions that DTCA of prescription drugs 

in Malaysia must continue to be prohibited and that the existing form of government 

regulation of the advertising of non-prescription drugs and HRP should be replaced by a 

system of co-regulation. Chapter 7 concludes the thesis by summarising the arguments 

made in the thesis and presenting the main conclusions and recommendations.  
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1.4 SCOPE OF THE THESIS  

While the above sections of this chapter have explained the research problems addressed 

in this thesis, and how this thesis addresses these problems, it is important to also explain 

the areas that the thesis will not examine. There are many issues relating to the regulation 

of advertising of medicinal products that merit analysis. Nevertheless, it is essential for the 

thesis to focus on those issues which are most relevant to the central objective, which is to 

make recommendations for improving the Malaysian regulatory regime.   

 

To begin with, the thesis is primarily concerned with claims carried in advertisements, and 

not on labels. While some reference is made to claims made on labels – as laws governing 

advertising are applicable to labels in certain jurisdictions – claims made on labels are 

outside the scope of the thesis.  

 

Importantly, the thesis is confined to the regulation of advertisements of medicinal products 

which are directed at consumers, and does not address advertisements, and other 

literature, directed at physicians. The regulation of advertisements that are directed at 

physicians in medical journals is not explored as, given the expert knowledge possessed 

by physicians, this raises quite different issues to advertising directed at consumers.  

 

Although there common issues arise in relation to the regulation of advertising of all 

products directed at consumers, this thesis focuses on the regulation of advertising of 

medicinal products. While deceptive advertising of consumer commodities, such as 

handbags or clothes, may clearly cause financial loss to consumers, medicinal products 

are in an entirely different category. This is because, unlike many other consumer 

products, misleading or deceptive advertising has the potential to cause not only financial 

harms, but potentially serious physical and psychological harms. As explained in chapter 2, 

the potential impact of medicinal products on the health and life of consumers raise quite 

distinct issues to those which arise in regulating advertising in general. 

 

This thesis is also confined to an analysis of the regulation of advertising of medicinal 

products, and does not address issues relating to the manufacture or sale of such 

products. As explained in chapter 2, the regulation of advertising is concerned with the 

effects of communicating information to consumers and, in particular, minimising the harms 
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of communicating misleading or inaccurate information. These issues are quite different to 

those involved with controlling the manufacture of potentially harmful medicinal products, 

or that arise at the point of sale.  

 

Finally, the thesis is not concerned with the regulation of traditional medicines, even though 

this is an important issue in Malaysia. For example, in Malaysia, there are established 

cultural beliefs that traditional medicines, especially products which are plant-based and 

natural foods, are inherently safe to consume. The particular ethnic composition of 

Malaysia means that the use of traditional herbs as medicines in Malaysia is especially 

widespread. Malaysia, which has a population of 28.25 million,26  consists of four major 

ethnic groups, namely: the Malays - 53% of the population; the Chinese – 26%; indigenous 

-11.8%; the Indian – 7.7%; and others – 1.2%.27 This ethnic composition naturally brings 

with it a diversity of culture and practices, including beliefs about the use of traditional 

medicines.  While not dismissing the importance of the potentially harmful effects of 

advertising of traditional medicines, there are sensitive issues that must be taken into 

account in dealing with this issue in Malaysia that relate to culturally specific practices. The 

thesis therefore concentrates on the regulation of advertising of non-traditional medicinal 

products, leaving the advertising of traditional medicines to potential future research. 

 

 

 

 

                                                        
26 The figures are as at 2nd of July 2010. See Source of Malaysia Official Websites, Department of Statistic 
Malaysia, < www.statistics.gov.my > at 13 September 2010. 
 
27 See www.geographia.com.my; Department of State, United States Background Note: Malaysia 
<http:www.state.gov/r/pa/ei/bgn/2777.htm> at 9 November 2010.  
 

http://www.geographia.com.my/
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1.5 TERMINOLOGY  

Research that involves a comparative study is ordinarily faced with the problem of lack of 

uniformity in terminology. This section of the chapter therefore provides an explanation of 

the key terms used in the thesis. 

 

The term ‗medicinal products‘ used in this thesis is borrowed from The International 

Comparative Legal Guide to Pharmaceutical Advertising.28 In that publication, the term 

‗medicinal products‘ was used to refer to drugs or therapeutic products, however, 

explanation as to the types of products which would fall under the classification of 

medicinal products by virtue of therapeutic claims in advertisements were not given. In our 

analysis, the term ‗medicinal products‘ is used to  refer to group of products with medicinal 

value, or products which are intended to be used for medicinal, remedial or therapeutic 

purposes such as diagnosing, curing, mitigating, treating or preventing diseases. It is 

useful to appreciate that both the terms ‗drugs‘ and ‗therapeutic goods‘ are broadly def ined 

in legislation in the United States, Malaysia and Australia, thereby allowing for a wide 

spectrum of products to fall within the classification. Key phrases in the definitions of these 

terms suggest that products which are capable of, or which are intended for a ‗medicinal or 

therapeutic purpose‘ may be recognized as medicinal products.  

 

The term ‗physician‘ is used to refer to medical practitioners in the thesis. In Malaysia, the 

term ‗physician‘ is generally associated with medical practitioners who are a specialist in a 

particular field of medicine. However, for the purposes of this thesis, the physician is to be 

understood to mean medical practitioners or doctors.  

 

The terms ‗false and misleading advertisement‘ and ‗deceptive advertising‘ are used in the 

thesis. They essentially refer to advertisements which are untrue, inaccurate, unfair and 

lack appropriate information about risk, side effects and contraindications.  

 

‗DTCA of prescription drugs‘ refers to advertisements of prescription drugs that are 

directed at consumers in various media such as print and broadcast. The term is generally 

                                                        
28 The International Comparative Legal Guide to Pharmaceutical Advertising 2008: A Practical Insight to 
Cross-Boarder Pharmaceutical Advertising Work (Global Legal Group, UK 2008) 1 
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used in the United States where the practice of advertising prescription drugs directly to 

consumer is allowed.  

 

Therapeutic or medicinal claims refer to claims such as diagnosing, curing, mitigating, 

treating or preventing diseases which are carried on advertisements.  

 

The term ‗rules‘ is used broadly; it refers to provisions in the primarily legislation as well as 

regulations, industry guidelines and codes. 
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CHAPTER 2 

THE REGULATION OF ADVERTISING MEDICINAL PRODUCTS  

2.1 INTRODUCTION 

This chapter examines the meaning and rationale for regulation, the different 

modes of regulation and the advantages and disadvantages of employing them. It also 

examines the methods of assessing the effectiveness of regulation. The objective of this 

chapter is to enhance the understanding of the regulation of the advertising of medicinal 

products to facilitate the determination of the mode of regulation that is most suitable for 

Malaysia. This chapter has eight main sections. 

 

Section [2.2] of the chapter examines the manner in which regulation has been viewed and 

described by scholars. It explores the various meanings assigned to the term ‗regulation‘. 

Noting that the term ‗regulation‘ is defined broadly, the chapter proposes a precise 

definition for the term in order to facilitate the objective of the thesis. It proposes to use the 

definition given by Gunningham and Graboksy, namely, that regulation is not limited to the 

‗conventional forms of direct command and control…but also to include more flexible, 

imaginative and innovative forms of social control …‘. 1  

 

Section [2.3] explains the principles of good regulatory processes or best practices which a 

government must considered before it decides on the choice of regulation for addressing a 

problem. It outlines the factors and considerations which it may take into account before a 

case for action is determined. In addition, it outlines the steps to be taken in arriving at the 

best form of regulation.  

 

Section [2.4] explores the first step towards achieving the best form of regulation, which is 

precise identification of the problem to be addressed. It explains the various types of social 

and economic problems that warrant regulation and the rationale for regulating these 

problems. This section also examines the criticisms posed at that rationale. 

                                                        
1 Neil Gunningham, Peter Grabosky and Darren Sinclair, Smart Regulation: Designing Environmental Policy 
(Clarendon Press, 1998), 4. 
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Section [2.5] examines the problems associated with deceptive advertising, in particular, 

information failure. It explores why deceptive advertising is regulated and how problems 

which arise from such advertising may be addressed. The objective in this section is to 

provide the basis for discussing the regulation of deceptive advertising of medicinal 

products in section [2.6]. 

 

Section [2.6] explores the rationales for regulating deceptive advertising of medicinal 

products, and in doing so it highlights the special characteristics of medicinal products 

which justify a more stringent regulation than those of most other types of products. In 

addition, it examines the informative value of advertising of medicinal products which is 

perceived to improve consumers‘ understanding of health care issues and which calls for a 

lesser form of control.  

 

Section [2.7] explores the second step towards achieving the best form of regulation, 

namely, examining the range of feasible options to be considered in the regulation of 

advertising of medicinal products. It also examines the different modes of regulation which 

can be employed in the regulation. Additionally it explores both strengths and weaknesses 

in government regulation, as well as in self-regulation, co-regulation and enforced self-

regulation. 

 

The third step towards achieving best form of regulation is examining the effectiveness of 

the regulation. Section [2.8] examines two main factors which are important for determining 

that effectiveness, namely, how rules are drafted and how they are enforced. Subsequently 

the section of the chapter explores the types of rules which may be used in the regulation, 

and how imprecision in rules can be addressed so as to enhance compliances with the 

rules. It then investigates how these rules may be enforced. 

 

An important step in the regulation is also examining the cost-effectiveness of the option 

selected. Section [2.9] explores the two types of economic analyses which can be carried 

out, namely, cost-benefit and cost-effectiveness. It applies these analyses to the regulation 

of advertising of medicinal products. Further, it highlights the differences in the opinions of 

scholars regarding the use of cost-benefit analysis in assessing the effectiveness of 
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regulation of advertising of medicinal products. It subsequently explores the use of cost-

effectiveness in its analysis.  

 

In section [2.10] of the chapter, the key arguments put forward in the chapter are 

summarised. The analysis is intended as a partial introduction to the analysis in Chapter 6. 

Chapter 6 compares and analyses, amongst other things, the mode of regulation for 

advertising of medicinal products in Malaysia (government regulation), with the mode in 

Australia (co-regulation) and the United States (government regulation). 
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2.2 REGULATION 

This section of the chapter examines those issues concerning regulation which are central 

to the understanding of the regulation of the advertising of medicinal products. It examines 

the manner in which the understanding of regulation has changed and illustrates the many 

ways in which it has been analysed in contemporary scholarship. The objective is to 

propose a workable definition of the term ‗regulation‘, so that this definition can be used in 

the discussion concerning appropriate forms for regulating the advertising of medicinal 

products.  

2.2.1  What is Regulation?  

Regulation is generally viewed as a form of control exercised by the state in order to 

govern activities which may potentially harm society.2 It encompasses the idea of control 

imposed by the State to achieve desired outcomes by, for example, imposing sanctions, or 

the threat of sanctions, to compel compliance.3  Regulation is, however, increasingly being 

acknowledged as an activity which goes beyond purely state controls.4 In this respect, 

regulation is progressively being recognized as including controls which are formulated and 

enforced by self-regulatory agencies.5  

 

Regulation may be broadly separated into two categories: (1) economic regulation; and (2) 

social regulation.6 Economic regulation is defined as ‗taxes and subsidies of all sorts as 

well as explicit legislative and administrative controls over rates, entry and other facets of 

                                                        
2 It is spoken of in terms of preventing many of ‗society‘s ills‘ and protecting people from the ‗inherent risk of 
daily life‘  in the Regulation Taskforce 2006 ‗Rethinking Regulation: Report of the Taskforce on Reducing 
Regulatory Burdens on Business, Report to the Prime Minister and the Treasure, Canberra‘ (January 2006) 
(i). (‗Taskforce Report on Reducing Burden‘). 
 
3 See Anthony Ogus, Regulation: Legal Form and Economic Theory (Hart Publishing, 2004), 2. 
 
4 See generally Julia Black, 'Critical Reflection on Regulation' (2002) 27 Australian Journal of Legal 
Philosophy 1; Gunningham, Grabosky and Sinclair, above n 1, 132; Judith Healy and John Braithwaite, 
'Designing Safer Health Care Through Responsive Regulation' (2006) 184(10) Medical Journal of Australia 
56. 
  
5 See Ogus, Regulation: Legal Form and Economic Theory, above n 3, 3. 
 
6 Ibid 4. 
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economic activities‘.7 Social regulation, on the other hand, is the regulation of behaviour in 

order to enhance the broader public welfare, such as the improvement of health and safety 

of the people or the environment.8 Both forms of regulation may involve a range of 

regulatory instruments that address economic or social concerns.9  

 

Regulation has been used, and its impact has been studied, in a broad spectrum of 

fields,10 ranging from water supply and sewerage disposal,11 through to international 

business,12 health and safety,13 genetically modified crops,14 accidents,15 and employment 

issues.16 It is used as not only a mechanism for preventing undesirable behaviour or 

activities, but also as an enabling or facilitating mechanism.17 As pointed out by Baldwin 

and Cave, regulation can be regarded as an enabling mechanism, in the sense that 

regulating a particular activity ensures that another activity is able to function in an orderly 

way.18  

 
                                                        
7 Richard A Posner, 'Theories of Economic Regulation' (1974) 5(2) The Bell Journal of Economics and 
Management Science 335, 335. 
 
8 Ogus, Regulation: Legal Form and Economic Theory, above n 3, 4. 
 
9 Johan den Hertog, ‗General Theories of Regulation‘, (1999) 1  Edward Elgar Encyclopaedia of Law and 
Economics, 223, 223-225. 
 
10 See Robert Baldwin and Martin Cave, Understanding Regulation: Theory, Strategy, and Practice (Oxford 
University Press, 1999) 1. As pointed out by Baldwin and Cave, regulation has ‗stimulated interest in a host 
of disciplines; law, economics, political science, history, psychology, geography, management, and social 
administration‘. 
 
11 David S. Saal and David Parker, 'The Impact of Privatization and Regulation of Water and Sewerage 
Industry in England and Wales: A Translog Cost Function Model' (2000) 21 Managerial and Decision 
Economics 253. 
 
12 A Vindelyn Smith Hillman and Maktoba Omar, 'FDI, International Business and Regulation: The Behaviour 
of UK Multinational Corporations ' (2005) 17 (1) ‘European Business Review, 69-82.  
 
13 W. Kip Viscusi and Ted Gayer, 'Safety at Any Price?' (Fall 2002) 25 (3) Regulation 54. 
 
14 Fern Wickson, 'Australia's Regulation of Genetically Modified Crops: Are We Risking Sustainability?' (2004) 
2(1) Australian Journal of Emerging Technologies and Society 36. 
 
15 Douglas J. Young and Thomas W. Likens, 'Alcohol Regulation and Auto Fatalities' (2000) 20 (1) 
International Review of Law and Economics 107. 
 
16 Anthony Forsyth, 'Australian Regulation of Economic Dismissals: Before, During and After 'Work Choices'' 
(2008) 30 Sydney Law Review 506. 
 
17 See Baldwin and Cave, above n 10, 2. 
 
18 Ibid.  
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However, despite its broad recognition as a set of control mechanisms, there is no single 

accepted definition of the term ‗regulation‘. Accordingly, the term has been defined in 

various ways, ranging from the authority which controls behaviour,19 through to the 

methods by which it is carried out20 and the types of rules which are used to regulate.21 For 

example, Ogus describes regulation as ‗cover[ing] a huge variety of industrial or non-

industrial activities and involv[ing] a number of different legal forms‘.22 His definition of the 

term is apparently based on the ‗instruments‘ used to regulate activities. Meanwhile, 

Baldwin and Cave define the term ‗regulation‘ broadly, as: (1) a specific set of commands; 

(2) deliberate state influence or (3) all forms of social control and influence.23 Their 

definition of the term is clearly premised upon the fact that regulation is not limited to 

controls which emanate from governmental and non-governmental agencies, but extends 

to all forms of social control,24 including influences such as culture,25 technology26 or 

market forces.27  

 

Healy and Braithwaite, on the other hand, define the term ‗regulation‘ to mean governance 

in the ‗broad sense of steering the flow of events rather than in the narrow sense of 

enforced compliance with rules‘.28 Their description of the term justifies the need for a 

flexible, participatory and devolved form of regulation to cater for matters including: 

                                                        
19 See Baldwin and Cave, above n 10, 2. 
 
20 See generally Baldwin and Cave, above n 10, 35-62; Healy and Braithwaite advocates responsive 
regulation (enforced self-regulation). See Healy and Braithwaite, above n 4; An array of regulatory strategies 
is recognized, such as the government regulation, self-regulation, co-regulation and responsive regulation. 
See Gunningham, Grabosky and Sinclair, above n 1, 38. 
 
21 See Taskforce Report on Reducing Burden above n 2, 3.  
 
22 Ogus, Regulation: Legal Form and Economic Theory, above n 3, 4. 
 
23 Baldwin and Cave, above n 10, 2. 
 
24 Ibid. This approach permits the inclusion of self regulators, market forces and courts as regulators. 
 
25 See Clare Hall, Collin Scott and Christopher Hood, Telecommunications Regulation: Culture, Chaos and 
Interdependency Inside the Regulatory Process (Routledge, 2000), 5-7; Also see generally Susan Wright, 
'The Politicization of 'Culture'' (1998) 14(1) Anthropology Today 7-15. 
 
26 See Lawrence Lessig ‗Code and Other Laws of Cyberspace (Basic Book, 1999). For example, the role of 
regulation is also discussed in areas of cyberspace. 
 
27 Len M. Nichols, et al., 'Are Market Forces Strong Enough To Deliver Efficient Health Care Systems? 
Confidence Is Waning' (2004) 23(2) Health Affairs 8, 10. 
 
28 Healy and Braithwaite, above n 4, 56. 
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changes in the environment, which are brought about by the introduction of new 

technologies; the increasing number and diversity of regulators (which exist at national, 

state government and industry levels); and changes resulting from privatization.29 Finally, 

Gunningham and Graboksy consider that regulation should not be limited to the 

‗conventional forms of direct command and control…but also to include more flexible, 

imaginative and innovative forms of social control …‘.30 

 

The varied definitions of the term ‗regulation‘ arise mainly because they were formulated to 

serve a particular purpose or address particular problems. For example, in Australia, when 

the Regulation Taskforce examined the extent to which government regulation inflicts 

unnecessary burdens and costs on industries,31 it defined ‗regulation‘ as not limited to the 

use of legislation, delegated legislation and quasi-legislation by the government to regulate 

activities, expressly extending regulation to include industry codes or industry guidelines.32 

Moreover, the Office of Regulation in Australia, in 1998, stated that the term ‗regulation‘ 

can include ‗any law or other government rules…and is not limited to primary or delegated 

legislation…[and] it includes quasi-regulation such as codes of conduct, advisory 

instruments and notes‘.33  

 

Similarly, the definition of regulation in this thesis should be determined by reference to the 

purpose of regulating. The purpose of defining regulation in this thesis is essentially to 

determine best practices for the regulation of advertising of medicinal products. Given the 

breadth of this objective, the thesis therefore acknowledges ‗regulation‘ as including 

‗controls‘ which emanate from both government and industry regulators, with the ‗controls‘ 

including the use of government rules (which include primary and delegated legislation), as 

well as industry self-regulation (such as industry codes of conduct and industry guidelines). 

In short, the thesis adopts the definition given to the term ‗regulation‘ by Gunningham and 

                                                        
29 Ibid. 
 
30 Gunningham, Grabosky and Sinclair, above n 1, 4. 
 
31 Taskforce Report on Reducing Burden above n 2, 3. 
 
32 Ibid.  
 
33 See Office of Regulation Review, A Guide to Regulation (2nd ed, December 1998), A1. (‗Guide to 
Regulation 1998‘). 
 



Chapter 2 – Regulation of Advertising of Medicinal Products 

25 

 

Graboksy.34 Gunningham and Graboksy described it in the broadest sense possible, ‗to 

include not just conventional forms of direct (‗command and control‘)… but also to include 

more flexible, imaginative and innovative forms of social control …‘.35 This broad definition 

of regulation is used in this thesis as it permits an analysis of all alternative modes of 

regulation, from government regulation to industry self-regulation. 

 

 

 

 

 

 

 

 

 

 
                                                        
34 Gunningham, Grabosky and Sinclair, above n 1, 4. 
 
35 Ibid. 
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2.3 Best Practice Regulation 

The Australian government has endorsed principles of good regulatory process, which are 

outlined in the Office of Best Practice Regulation Handbook,36 and which inform the choice 

of regulatory design and regulatory tools. The Handbook states that: 

 

Determining whether regulation meets the dual goals of effectiveness and 

efficiency requires a structured approach to policy development that systematically 

evaluates costs and benefits.37 

 

An Occasional Paper produced by the Australian Communications and Media Authority 

(ACMA) has summarised the principles of best practice regulation as follows: 

 

 Governments should not act to address problems until a case for action has been 

clearly established. This should include establishing the nature of the problem and 

why actions additional to existing measures are needed, recognising that not all 

problems will justify … government action. 

 

 A range of feasible policy options—including self-regulatory and co-regulatory 

approaches—need to be identified, and their benefits and costs, including 

compliance costs, assessed within an appropriate framework. 

 

 Only the option that generates the greatest net benefit for the community, taking 

into account all the impacts, should be adopted.38 

 

This chapter of the thesis follows the principles of best practice regulation by firstly 

identifying the problem to be addressed by regulation. Secondly, the chapter explains the 

different modes of regulation, which range on a continuum from government regulation to 

self-regulation, and identifies the advantages and disadvantages of each the main different 

                                                        
36 Department of Finance and Deregulation, Best Practice Regulation Handbook, June 2010. (‗Best Practice 
Regulation Handbook 2010’). 
 
37 Ibid 4. 
 
38 Australian Communications and Media Authority (ACMA), Optimal Conditions for Effective Self- and Co-
regulatory Arrangements, Occasional Paper, June 2010. (‗Optimal Conditions for Effective Self- and Co-
regulatory Arrangements 2010’).  
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modes. Thirdly, the chapter engages in a cost-benefit analysis of the regulation of 

advertising of medicinal products.  

 

Diagram 2.1 below sets out the steps which the government must take towards achieving 

the best mode of regulation.  
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Diagram 2.1 - Flow Chart on How to Achieve Best Form of Regulation  
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regulation and enforced self-regulation and no actions 

Government to consider the option which provides net benefit 



Chapter 2 – Regulation of Advertising of Medicinal Products 

29 

 

2.4 Identifying the Problem 

The Australian Government Office of Best Practice Regulation Handbook emphasises the 

importance of clearly defining the problem to be addressed by regulation. This problem 

may comprise the following economic or social problems: 

 

 market failure (such as a lack of or misleading information, presence of 

externalities or public goods, or use of excessive market power) 

 regulatory failure (such as a government-imposed restriction on competition that is 

not in the public interest) 

 unacceptable hazard or risk (such as human health and safety hazards, or threat 

of damage to the physical environment), or 

 social goals/equity issues (such as individuals or groups being unable to access 

available market information, goods or services).39 

 

The following sections of the chapter are aimed at identifying the problem to be addressed 

by the regulation of advertising of medicinal products. First, [2.4.1] examines the rationales 

for regulation, including the justifications for economic regulation, and [2.4.2] examines the 

justifications for social regulation. Secondly, [2.4.3] introduces the main criticisms of the 

accepted rationales for regulation, which are known as private theories of regulation.  

2.4.1 Market Failures and Economic Regulation  

The main rationale for economic regulation is that government intervention is necessary to 

deal with market failure.40 To understand this rationale it is necessary to understand the 

operation of markets, and when they might fail. 

 

The subject of economics is generally understood in terms of the allocation of scarce 

resources.41 It is assumed that, in perfect competition, scarce resources are efficiently 

                                                        
39 Best Practice Regulation Handbook 2010, above n 36, 28. 
 
40 Ibid 29-30; Department of Treasury and Finance (Victoria), Victorian Guide to Regulation, 2nd ed, April 
2007, 2-1– 2-2. (‗Victorian Guide to Regulation 2007’). 
 
41 See generally Martin Shubik, 'On Different Methods for Allocating Resources' (1970) 23(2) Kyklos 332, 
332; Francis M Bator, 'The Anatomy of Market Failure' (1958) 72(3) The Quarterly Journal of Economics 351; 
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allocated in a market for the benefit of individuals, or the population as a whole.42 In reality, 

however, a market may be impaired by circumstances such as a monopoly or abuses of 

market power, unequal bargaining power, information failures, externalities, scarcity or 

rationing, moral hazards or availability of public goods, or a combination these factors.43 

These circumstances, which are explained below, result in what is commonly known as a 

‗market failure.‘  

 

A market failure is, by definition, a situation where a market is unable to rectify 

imperfections which arise in the market.44 In other words, the market is incapable of 

allocating resources efficiently, without interference from the state or other sources.45 In 

such a situation, there will be a need for regulation to rectify the damage caused.46  

 

It is generally believed that, in the event of market failure, economic regulation may 

improve the allocation of resources and rectify the failure.47 As expressed by Hertog, 

‗…government regulation is the instrument for overcoming the disadvantages of imperfect 

competition, unbalanced market operation, missing markets and undesirable market 

results’.48  In order to determine when economic regulation may be justified, it is necessary 

to understand the main sources of market failure, which are as follows.  

2.4.1.1  Monopoly 

A monopoly held by a firm or industry is usually seen as undesirable, since it involves the 

imposition of high pricing and a restrictive supply of essential goods and services by a 

                                                                                                                                                        
Guide to Regulation 1998, above n 33, B11-12; Brett Frischmann M. ‗Evaluating the Demsetzian Trend in 
Copyright Law.(New Directions in Copyright Law and Economics) (2007) 3(3) Review of Law & Economics 
1154.  
 
42 Hertog above n 9, 225.  
 
43 Baldwin and Cave, above n 10, 9-16; See generally Guide to Regulation 1998, above n 33, E1-E5.  
 
44 Posner, above n 7, 335; Baldwin and Cave, above n 10, 9. 
 
45 Baldwin and Cave, above n 10, 9; Best Practice Regulation Handbook 2010, above n 36, 30-31. 
 
46 See generally W. Kip Viscusi, Joseph E. Harrington Jr and John M. Vernon, Economics of Regulation And 
AntiTrust (The MIT Press  4th ed, 2005) 3. 
 
47 Hertog above n 9, 225. 
 
48 Ibid.  
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single firm.49 However, there are some circumstances where it is more efficient for a single 

large firm to ‗monopolize‘.50 Generally known as ‗natural monopoly‘, it is acknowledged that 

if a large firm‘s cost of producing more units decreases with increased outputs, it is 

cheaper for the company to supply those goods and services.51 It is cost efficient, in that 

case, for one firm to monopolize a market, but there may still be a need for government 

regulation to protect consumers from exploitation.52 It is thought that government is best 

placed to ensure that the public is protected from the financial abuse exercised by 

monopolistic firms.53 The distinction between the circumstances where a monopoly is 

inefficient from those where it may be efficient is usually drawn by an analysis of barriers to 

entry.54 

2.4.1.2  Externalities  

An externality impairs the market when the prices of products do not reflect the full social 

cost involved.55 A common example of an externality is where a firm fails to internalize 

costs in the price of products, such as the cost of pollution caused by the firm during 

production processes and, as a consequence, the cost is born by the community as a 

whole.56 It is possible that, in the example given, the polluter may be sued under private 

law (such as by means of an action for nuisance under tort law), but it is generally costly 

for individuals to bring such legal actions.57 Therefore government regulation that, for 

example, imposes high taxes on polluters, or other forms of environmental control, may be 

justified.  

                                                        
 
49 Baldwin and Cave, above n 10, 10. 
 
50 Ibid 10-11. 
 
51 Ogus, Regulation: Legal Form and Economic Theory, above n 3, 30-31. 
 
52 See generally Alfred E. Kahn, The Economics of Regulation: Principles and Institutions (MIT Press, 1988), 
11; Baldwin and Cave, above n 10, 10. 
 
53 Baldwin and Cave, above n 10, 10-11. 
 
54 Best Practice Regulation Handbook 2010, above n 36, 30. 
 
55 See generally Baldwin and Cave, above n 10, 11. 
 
56 See generally Ogus, Regulation: Legal Form and Economic Theory, above n 3, 35. 
 
57 Ibid.  
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2.4.1.3  Information Failures  

Consumers, in order to be able to make a rational decision, need to be adequately 

informed. However, a market may be unable to ensure the sustainability, availability and 

accessibility of information which enables consumers to make informed decisions. For 

example, a firm may fail to supply information due to its costliness, or due to a lack of 

incentive to do so. A company may lack incentives when it does not see any gains, 

financial or otherwise, from investing in the dissemination of information.58 Alternatively, 

information may also be falsified or conveniently omitted in order to increase sales.59  

 

Information failure can be suitably addressed by regulation through, for example, imposing 

mandatory disclosure, or requiring warnings that are necessary to protect consumers from 

the consequences that flow from inadequate information.60 As explained below, information 

failures may also be addressed by regulating the provision of inaccurate or deceptive 

information. 

2.4.1.4  Scarce Goods and Public Goods 

Government regulation is also understood to be necessary in order to ensure the 

availability of scarce goods.61 There is an argument that petrol, for example, should be 

made available to all at a minimum standard.62 Similarly, public goods, such as national 

security, whose benefits are shared by the public as a whole, are best controlled by 

government regulation, as it is impossible for private firms to selectively make the services 

available to those who have paid for the service and exclude those who have not.63  

                                                        
58 Ogus, Regulation: Legal Form and Economic Theory, above n 3, 40; Also, the seller may have incentive to 
provide information in a competitive market to distinguish their products from those of others. See Baldwin 
and Cave, above n 10, 12. 
 
59 Baldwin and Cave, above n 10, 12.  
 
60 Ogus, Regulation: Legal Form and Economic Theory, above n 3, 126. 
 
61 Baldwin and Cave, above n 10, 13. 
 
62 Ibid 14. 
 
63 Ogus, Regulation: Legal Form and Economic Theory, above n 3, 33. 
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2.4.1.5  Anti-Competitive Behaviour 

In some instances, firms behave in an irresponsible manner; for instance, by setting a low 

price for products with the aim of driving other sellers of similar products out of business. 

Whilst some, particularly large firms, may have the resources and capacity to sustain 

losses, other small firms may not. Large firms may then revert to their original pricing and 

dominate the market, after the competition has been eliminated.64 These forms of 

behaviour are usually only possible where a firm possesses market power, which requires 

analysis of factors such as barriers to entry. In such circumstance regulation is viewed as 

appropriate to control such practices.65  

2.4.1.6  Unequal Bargaining Strength  

As explained by Baldwin and Cave, regulation is also warranted to ensure that consumers 

are not unfairly treated due to unequal bargaining strength.66 Individuals may, for instance, 

be unfairly disadvantaged by their inability to negotiate in their best interest during a crisis, 

such as in the case of employment benefits in a period where the unemployment rate is 

high.67  

2.4.1.7  Conclusion  

In conclusion, economic regulation is considered necessary to provide a solution to market 

failure when the market, on its own, is incapable of addressing the failure. There are, 

however, other mechanisms which can assure that the market functions adequately; for 

example, when a company ‗issues guarantees, uses brand names or advertising 

campaigns to signal quality‘, which may address information failures in the market.68 In 

each case, in order to determine whether regulation is justified, it is necessary to engage in 

an analysis of the precise source of market failure, and then to determine whether 

                                                        
64 Baldwin and Cave, above n 10, 13. 
 
65 Ibid. 
 
66 Ibid. 
 
67 Ibid. 
 
68 Hertog above n 9, 232. 
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regulation is the appropriate response, or whether the failure can be addressed in some 

other way. 

2.4.2 Rationales for Social Regulation 

Apart from dealing with market failure, regulation may be justified by the extent to which it 

is considered desirable to pursue non-economic social objectives. As explained in the 

Victorian Guide to Regulation, which was produced by the Victorian Department of 

Treasury and Finance, the key social objectives pursued by government regulation include: 

 Redistributive goals, which involve reducing social inequality and assisting the 

disadvantaged by, for example, taxation and social welfare policies. 

 Policing of crime, which is considered necessary to reduce the risk of criminal 

activity. 

 Human rights goals, including protecting the vulnerable and disadvantaged by, for 

example, providing community facilities. 

 Environmental objectives, including the protection of natural resources.69 

 

If overarching social objectives, such as the promotion of health and safety, are considered 

highly important, regulation may be justified even where, applying a strict cost-benefit 

analysis, it may be economically inefficient. 

2.4.3 Main Criticisms of Economic and Social Regulation 

Theories that regulation is needed to promote the public interest, whether to deal with 

market failures or to promote non-economic social objectives are known as public interest 

theories. Public interest theories maintain that government regulation aims to assure 

publicly desired results that the market fails to guarantee.70 The rationale that regulation is 

necessary in the public interest has, however, been criticised by ‗private interest‘ theories 

of regulation.  

 

                                                        
69 Victorian Guide to Regulation 2007, above n 40, 2-2 – 2-3. 
 
70 Hertog above n 9, 223. 
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Early theories of regulation were premised on the belief that regulation was needed to 

promote the public interest, especially in rectifying market failure.71 However, this 

perception has been challenged by critics of public interest regulation, who essentially 

argue that regulation is ‗purchased‘ by industry, so that, rather than serving the public, it 

benefits private groups whose aims are maximization of profits.72 The critics of public 

interest theories of regulation developed what are known as private interest theories of 

regulation or ‗capture‘ theory. 

 

Stigler and Peltzman were the most prominent to claim that regulation serves the interest 

of private groups.73 Applying this analysis, private groups who offer political support are 

those that benefit most from regulation.74  In other words, there is a market for regulation in 

which governments confer benefits in the form of favourable regulation, in return for 

political support. In addition to claiming that government regulators are susceptible to 

‗capture‘ by private interests, private interest theorists identified other flaws with the public 

interest justifications for regulation. As pointed out by Hertog, for example, empirical 

studies of regulation tended to establish that, in practice, it provided little or no benefit to 

the public.75 For example, studies demonstrated that regulation had little influence on 

monopolies, resulting in price increases in certain competing sectors (such as air traffic), or 

that it was possible for consumers (and some producers) to actually benefit from less 

government regulation.76 Largely as a result of the criticisms of private interest theorists, 

from the late 1970s, deregulation came to be seen as a better alternative to traditional 

regulation in the public interest, at least in some industry sectors.  

 

While private interest theories of regulation have been influential, especially in the 

deregulation movement, they have not been immune from criticism. In particular, Stigler 

                                                        
71 Ibid 225. 
 
72 See generally George J Stigler, 'The Theory of Economic Regulation ' (1971) 2 The Bell Journal of 
Economics and Management Science 1; Sam Peltzman, 'Towards a More General Theory of Regulation' 
(1976) 19 Journal of Law and Economics 211. 
 
73 Ibid.  
 
74 Ibid.  
 
75 See generally Hertog above n 9, 233. 
 
76 Ibid.  
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and Peltzman‘s analyses have been criticised, in that they fail to recognize that regulation 

comes about through a complex process.77 For example, although the public elects the 

legislators who enact specific legislation, and who might have an incentive to respond to 

particular interest groups, policies are necessarily implemented by regulators who may not 

necessarily be susceptible to capture.78 Hence, unless it can be established that interest 

groups affect the outcomes of elections and influence the implementation of policies, it 

cannot simply be assumed that regulation directly results from the influence of interest 

groups.79  

 

Other criticisms of private interest theories include that they lack the ability to explain 

certain observable aspects of regulation. For example, such theories fail to account for the 

extent to which regulation may serve the interests of those groups who did not influence 

the enactment of the relevant legislation. As Posner points out, regulation may serve the 

interest of ‗small business and non-business such as dairy farmers, pharmacist, barbers, 

trackers, and union labours‘, who have little influence in the enactment of legislation.80  

2.4.4 Conclusions 

As explained in this section of the chapter, the first stage in analysing any form of 

regulation is to precisely identify the problem that the regulation seeks to resolve. The 

traditional theories of regulation distinguish between economic regulation and social 

regulation. Economic regulation is considered to be justified in the public interest when it 

addresses market failures. In determining whether economic regulation is justified, it is 

necessary to be precise in identifying the market failure at issue. Social regulation, on the 

other hand, is considered to be justified in the public interest when it is necessary to 

achieve certain non-economic social objectives, such as the redistribution of income, the 

promotion of health and safety, or the protection of the environment.  

 

                                                        
77 Viscusi, Harrington Jr and Vernon, above n 46, 390. 
 
78 Ibid.  
 
79 Ibid.  
 
80 Posner, above n 7, 341. 
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The naïve view that regulation promotes the public interest has, however, been criticised 

by private interest theorists who have claimed that, in practice, regulation is often produced 

to benefit organised private interest groups. On this view, economic regulation may, in 

practice, benefit the interests of regulated industries more than the interests of society as a 

whole. Moreover, given the difficulties of objectively assessing regulation designed to 

pursue social objectives, social regulation may be even more susceptible to regulatory 

capture than economic regulation.  

 

While it is important to bear in mind the criticisms of private interest theories, however, 

such theories, by their very nature, can provide no guidance as to when regulation may be 

necessary. Rather, these have operated to provide justifications for the removal of 

regulation, or deregulation, when some forms of regulation have proven to be counter-

productive.  Consequently, as illustrated by official government policy documents, such as 

the Australian Government Office of Best Practice Regulation Handbook and the Victorian 

Guide to Regulation, it is still necessary to have recourse to public interest theories in order 

to explain why regulation may be needed. At the same time, the criticisms made by private 

interest theories of regulation remind us that not all regulation is good regulation, and that 

sometimes regulation may cost more than it is worth. That is why it is necessary to engage 

in a rigorous analysis to ensure that regulation is both efficient and effective. The next 

section of the chapter therefore applies the above analysis to examine the rationales for 

regulating advertising.  
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2.5 REGULATING DECEPTIVE ADVERTISING 

The key issues surrounding the regulation of advertising are explored in this section of the 

chapter. The main reason for regulating advertising is to ensure that consumers are not 

misled by preventing deceptive advertising. This section of the chapter therefore explains 

what is meant by deceptive advertising, why deceptive advertising must be regulated and 

how the problems arising from deceptive advertising may be resolved.  

2.5.1 Deceptive Advertising  

Deception is generally accepted as meaning ‗the manipulation of information to gain 

advantage‘.81 However, an advertisement may not be recognized as deceptive unless it 

deceives consumers through false claims, or causes them to hold a false belief.82 

Deceptive advertising usually takes one or more of the following forms: (1) a false 

statement; (2) a true but incomplete statement with regard to a material fact or (3) an 

omission of a statement.83 However, irrespective of the form it takes, any claim carried in 

an advertisement which is misleading, or which has the potential to be misleading is, as 

explained below, worthy of regulation.84  

2.5.2 Rationale for Regulating Deceptive Advertising  

The rationale for the regulation of deceptive advertising broadly include (1) to prevent harm 

and (2) to rectify a market failure, in particular information asymmetry between advertisers 

and consumers. The principal objective is generally to protect not only consumers, but also 

to protect the businesses of genuine advertisers from dishonest advertisers. A further 

objective is to ensure sustainability of market for quality products.  

                                                        
81 Paul H Rubin, Law and Economic Research Paper Series: ‗Regulation of Information and Advertising in 
Barry Keating (ed) A Companion to the Economics of Regulation’ (Blackwell Publishing 2004), 1.  
 
82 Richard Craswell, 'Interpreting Deceptive Advertising' (1985) 65(4) Boston University Law Review 658, 
668. 
 
83 See generally Paul H. Rubin, Information Regulation (Including Regulation of Advertising) (1999) 1, 
Edward Elgar Encyclopaedia of Law and Economics, 271, 280. 
 
84 Craswell, ‗Interpreting Deceptive Advertising‘, above n 82, 658. 
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2.5.2.1  The Harms Caused by Deceptive Advertising 

Deceptive advertising is regulated because it causes various types of harm to 

consumers.85 First, it causes consumers to ‗waste money‘ if the products fail to perform as 

claimed in the advertisements.86 Second, it also causes bodily harm to consumers if the 

advertised products are not safe, but have been falsely claimed to be otherwise.87 Third, 

psychological harm may also be caused by deceptive advertising, as consumers, who are 

disappointed when products do not perform as claimed, may suffer from depression and 

unhappiness.88 

 

Deceptive advertising is also regulated to protect honest competitors from losing business 

due to deceptive claims made by dishonest advertisers.89 Because such advertising has a 

negative impact on consumers‘ perceptions, it may culminate in consumers treating all 

advertising, or advertisements for particular kinds of products, as potentially deceptive.90 

An honest seller who provides consumers with accurate and reliable information may not 

be able to convince consumers of their credibility if consumers are not able to distinguish 

between honest and dishonest sellers.91  

2.5.2.2  Market Failure and Information Asymmetry  

As explained at [2.4.1], the main rationale for economic regulation is that intervention is 

needed to deal with market failure. As further explained, a market failure is a situation 

                                                        
85 See Roger E Schechter, 'The Death of The Gullible Consumer: Towards A More Sensible Definition of 
Deception ' (1989) University of Illinois Law Review 571, 580. 
 
86 Ibid. 
 
87 See Eric J Topol, 'Failing the Public Health: Rofecoxib, Merch, and the FDA' (2004) 351(17) New England 
Journal of Medicine 1707, 1707. 
 
88 John Tomlinson and David Wright, 'Impact of Erectile Dysfunction and Its Subsequent Treatment with 
Sildenafil: Qualitative Study ' (2004) 328 BMJ 1037. 
 
89 See generally Ariel Katz, 'Pharmaceutical Lemons: Innovation and Regulation in the Drug Industry' (2007) 
14(1) Michigan Telecommunication and Technology Law Review 1, 16. 
 
90 Schechter, above n 85, 583. 
 
91 Katz, above n 89, 16. 
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where the market is not able to allocate resources efficiently for the benefit of the society 

as a whole.  

 

As further explained, one source of market failure is information failure. The main 

justification for regulating deceptive advertising is an information failure known as 

information deficiency or information asymmetry. Information asymmetry is essentially a 

situation where there is a lack of adequate information which prevents consumers from 

making reasoned and informed decisions.92  

 

An information deficiency or asymmetry may occur in advertising because there is an 

imbalance in the distribution of information; one party (the seller) has more information 

than the other (the buyer) and may deprive the buyer of that information. As a result of this 

asymmetry, the buyer is not equipped to make an informed choice.93 The information 

deficiency, where the buyer is misled about the product, can occur with respect to prices, 

quantities and/or the qualities of products.94  

 

A good example of the operation of an information asymmetry in advertising is Akerlof‘s 

theory of a ‗lemon‘s market‘.95 According to this theory, a lack of information in respect of 

the quality of a product leads to consumers‘ inability to assess the quality of the product, 

resulting in what is known as a ‗lemon‘s market‘.96 In a ‗lemon‘s market‘, while consumers 

are willing to pay high prices for high quality items, their inability to distinguish on the basis 

of quality means that they rely primarily on price. This results in consumers preferring lower 

priced products, thereby driving high quality products out of the market.97 As Katz explains 

                                                        
92 See generally Guide to Regulation 1998 above n 33, E2; Sullivan Thomas and Brian A Marks, 'The FTC's 
Deceptive Advertising Policy: A Legal and Economic Analysis' (1986) 64(4) Oregon Law Review 593, 620. 
 
93 Baldwin and Cave, above n 10, 12.  
 
94 Hertog above n 9, 228. 
 
95 George A. Akerlof The Market for "Lemons": Quality Uncertainty and the Market Mechanism (1970) 84 (3) 
The Quarterly Journal of Economics, 488, 490-491.  
 
96 Ibid; See Rubin, Information Regulation, above n 83, 278.  
 
97 Rubin, Information Regulation, above n 83, 278.  
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in the context of pharmaceutical products, this is equivalent to the effective ‗disappearance 

of the market‘.98  

2.5.3 Means of Addressing the Information Failure 

An information failure, such as that which results in a ‗lemon‘s market‘, may be rectified 

through mechanisms that ensure that consumers have the requisite information. For 

example, information about the quality of a product may be obtained from repeat 

purchases, from warranties offered by the sellers, by accurate information supplied through 

advertising, or by mechanisms for publicising poor quality products.99 However, in practice, 

in the absence of regulation mechanisms such as this may not be effective to deal with the 

information failure. 

 

Regulation to correct the information failure may take a variety of forms. For example, 

government may require the correction of misleading advertising, or may encourage the 

provision of additional information.100 In addition, government regulation may require the 

mandatory disclosure of product information.101 The most common form of regulation is the 

prohibition of misleading or deceptive advertising. Governments are well-placed to ensure 

compliance with these forms of regulation, as they can set effective sanctions for non-

compliance. 

 

Although government regulation of deceptive advertising is essentially designed to address 

the information asymmetry, which causes harms to consumers, it cannot always be 

assumed to be in the best interests of consumers. First, as explained at [2.4.3], applying 

private interest theories of regulation, as a result of regulatory capture, government 

intervention may serve private interests, and not the public interest. Second, government 

regulation may impose more costs on business than the benefits obtained from regulation. 

                                                        
98 Katz, above n 89, 15.  
 
99 Ibid 33.  
 
100 Robert Pitofsky, 'Beyond Nader: Consumer Protection and the Regulation of Advertising' (1977) 90 
Harvard Law Review 661, 664; See generally Howard Beales, Richard Craswell and Steven C. Salop, 'The 
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101 Beales, Craswell and Salop, above n 100, 527.  
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While applying the different modes of regulation, which are discussed below, at [2.7], may 

address some of the weaknesses of government regulation, an assessment of the costs 

and benefits of regulatory action is required in order to determine, first, whether the costs 

and benefits justify regulatory intervention and, secondly, the kind of regulation that may be 

justified.  
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2.6 REGULATING THE ADVERTISING OF MEDICINAL PRODUCTS 

This section of the chapter explains and analyses the rationale for regulating the 

advertising of medicinal products. In doing so, it emphasises the special characteristics of 

medicinal products, which call for more stringent regulation than that which applies to most 

other types of products. As explained immediately above, regulation of advertising in 

general is justified to correct the information asymmetry between advertisers and 

consumers. This section of the chapter explores the application of this justification in the 

particular context of the regulation of the advertising of medicinal products.    

2.6.1 Medicinal Products and the Justification for Regulating Advertising  

As will be further explained at [4.4], a number of reviews have been undertaken of the 

regulation of medicinal products in Australia, including a comprehensive review, known as 

the Galbally review, which examined the regulation of drugs, poisons and controlled 

substances against the principles of Australia‘s National Competition Policy.102 The 

Galbally review concluded that regulation of these products was justified as the market 

could not be relied upon to deal with the following market failures: 

 information asymmetry – where sellers have greater information and knowledge 

than buyers; 

 externalities – where accidental or deliberate misuse of these substances could 

result in harm to individuals and the wider community; and 

 merit/demerit goods – where individuals may not make judgements in their own 

best interest, e.g. on the use of narcotics.103 

 

According to the Galbally Review, in the absence of appropriate regulation, consumers 

would not be fully informed about the consequences of their choice, as they would lack 

sufficient understanding of: 

 the substances and products needed to treat particular conditions; 

 the risks associated with particular substances; 

                                                        
102 Rhonda Galbally, Review of Drugs, Poisons and Controlled Substances Legislation-Final Report Part A 
(January 2001). (‗Galbally Review’). 
 
103 Ibid, 13. 
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 the way in which products containing the substances need to be used safely and 

to achieve optimal health benefits; 

 the potential interactions with other medicines or foods; 

 contraindications with certain medical conditions and 

 poisonous substances that may be very dangerous if used inappropriately, 

whether intentionally or unintentionally.104 

 

As explained in the Galbally Review, the regulation of medicinal products imposes two 

broad forms of control: limitations on access to such products and restrictions on the way 

in which such products are marketed.105 The first set of controls includes drug approval 

processes, post marketing surveillance, and the reporting of adverse reactions. The 

second set of controls, on the other hand, includes restrictions on: 

 which products may be advertised, for what conditions and in what way; 

 the labelling, packaging and manufacture of the products; 

 the way in which products are supplied, stored, displayed and offered for sale and 

 the records which must be kept and reports provided on the supply of the 

products.106 

 

The two sets of regulatory controls on medicinal products (limitations on the access to such 

products and limitations on the marketing of the products) are designed to be mutually 

reinforcing.  

 

This section of the chapter expands the analysis undertaken in the Galbally Review by 

explaining, in more detail, the rationales for regulating the advertising of medicinal 

products. To begin with, a reliance on inaccurate and deceptive advertisements of 

medicinal products can cause harms over and above any financial losses, including 

potentially serious bodily harm. Misleading advertising of medicinal products may cause 

consumers to falsely believe that the products are safe and free from side effects, or that 

the use of the products could replace medical treatments.107 Unlike advertisements for 

                                                        
104 Galbally Review, above n 102, 13. 
 
105 Ibid 14. 
 
106 Ibid 14-15. 
 
107 Schechter, above n 85, 580. 
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other products or commodities, such as cameras or vacuum cleaners which, if misleading, 

cause only financial harm to consumers, the advertisement of medicinal products can 

cause bodily harm or fatalities if information is not accurately conveyed. In this respect, 

Craswell has argued that ‗injuries caused by deception could be viewed as fundamentally 

similar to those caused by industrial accidents or dangerous products‘.108 All of this 

suggests a need for social regulation, over and above the case for economic regulation set 

out in the Galbally Review. 

 

The distinctive features of medicinal products, however, also reinforce the case for 

economic regulation. Given the potential for deceptive advertising of medicinal products to 

result in physical harms, this can obviously lead to further economic harms for society in 

the form of expenditure of scarce resources on the treatment of patients. Moreover, if 

deceptive advertising results in the proliferation of inferior products (which may occur if, as 

explained at [2.5.2.2] a ‗lemon‘s market‘ develops), this could erode consumer confidence 

in the health system as a whole. Finally, from a broader perspective, if sufficient people 

suffer adverse health effects from deceptive advertising there will be a drop in the 

productivity of society as a whole.109 

 

While the uncontrolled advertising of medicinal products may result in significant costs to 

society, it is undesirable to ban such advertising altogether. This is essentially because a 

ban would deprive consumers of valuable information, which is an essential function of 

advertising. In addition to the social benefits of advertising in general, there are particular 

benefits that arise from the advertising of medicinal products.  

 

Health-related information, which is disseminated in the advertisements of medicinal 

products, has the potential to benefit consumers in a number of ways. Consumers may be 

better informed about drugs and certain medical conditions, and about the availability of 

new drugs or treatments for medical conditions which consumers would otherwise be 

unaware of.110 They may also be able to recognize medical conditions that are often under-

                                                                                                                                                        
 
108 Craswell, ‗Interpreting Deceptive Advertising‘, above n 82, 679. 
 
109 Best Practice Regulation Handbook 2010, above n 36, 3-4. As the Australian government Office of Best 
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diagnosed or under-treated.111 The advertisements may also facilitate discussions with 

physicians regarding health conditions, tests or treatment options that may have been 

overlooked by physicians.112  

 

Therefore, while the regulation of the advertising of medicinal products is justified, the form 

of regulation must fully take into account the costs and benefits of regulation. This 

necessarily involves striking a balance between the objectives of eliminating deceptive 

advertising, on the one hand, while ensuring that valuable consumer information is not 

suppressed, on the other.  

 

As the later chapters of this thesis explain, different jurisdictions have adopted differing 

approaches to establishing this balance. For example, as described in Chapter 5, the 

United States permits direct-to- consumer advertising (DTCA) of prescription drugs, which 

is prohibited in almost all other jurisdictions. This reflects an approach to regulation that 

favours the provision of information to consumers over the potential harms caused by 

DTCA of prescription drugs. Other jurisdictions, including Australia and Malaysia, however, 

favour striking the balance more in favour of regulating to prevent harmful advertising, and 

therefore prohibit DTCA of prescription drugs. A major objective of this thesis is to 

determine precisely how the balance between promoting the benefits of advertising, while 

minimising the costs, should be struck in Malaysia. With this in mind, an economic analysis 

of the costs and benefits of regulating the advertising of medicinal products is addressed 

below at [2.9]. Before turning to this, however, the chapter introduces and analyses the 

modes of regulation, ranging from government regulation to self-regulation. 

 

 

                                                                                                                                                        
110 Isaac D. Montoya, Gwen Lee-Dukes and Dhvani Shah, 'Direct -To-Consumer Advertising: Its Effects on 
Stakeholders' (2008) 37(2) Journal of Allied Health 116, 116.  
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2.7 MODES OF REGULATON  

As indicated at [2.3] above, applying the principles of best practice regulation, once the 

problem to be addressed by regulation is sufficiently identified, the range of feasible policy 

options that may be employed to deal with the regulatory problem must be analysed. The 

first stage in the analysis of the available policy options involves an assessment of the 

various modes of regulation. The different modes of regulation dealt with in this thesis are: 

(1) government regulation; (2) self-regulation; (3) co-regulation and (4) enforced self-

regulation. This section of the chapter explains the main modes of regulation, and the 

relative advantages and disadvantages of each of the modes. 

 

The modes of regulation essentially refer to choices about who is responsible for particular 

aspects of a regulatory system. The modes of regulation that may be adopted range on a 

continuum from government or ‗command and control‘ regulation, at one end of the 

spectrum, to pure self-regulation, at the other. This section of the chapter begins by 

explaining traditional government regulation before turning to an examination of alternative 

modes of regulation.   

2.7.1 Government (‘Command and Control’) Regulation  

Although known by different terminologies, such as statutory regulation,113 public authority 

regulation,114 or the ‗command and control‘ model of regulation,115 government regulation, 

in essence, refers to the state having the sole ‗capacity to command and control‘.116 

Traditionally, most regulation was government, or ‗command and control‘, regulation. Like 

other modes of regulation, government regulation has both strengths and weaknesses. 

 

                                                        
113 Paul Verbruggen, 'Does Co-Regulation Strengthen EU Legitimacy?' (2009) 15(4) European Law Journal 
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The main strengths of government regulation lie in the facts that it is established 

democratically, and that it can employ the force of law to ensure regulatory compliance.117 

The force of law means that compliance can be enforced by virtue of the state‘s monopoly 

of legal authority. Moreover, government regulation is considered to be more efficient and 

effective in monitoring than less centralized modes of regulation, since a centralized 

government is seen to be able to gather a large number of reports on violations and 

evaluate the effectiveness of a particular approach to monitoring violations.118 Furthermore, 

it has been argued that centralized regulation by the government is advantageous because 

the accumulation of expertise is considered present at a relatively lower cost.119  In other 

words there are economies of scale and scope in the centralization of regulation in public 

authorities. 

 

However, command and control regulation is not free from weaknesses. Government 

regulation often faces resource constraints and information scarcity.120 Firstly, as there are 

diverse demands on government resources, insufficient resources may be available for 

effective regulation. Secondly, government has less information about the conditions 

existing in a regulated industry than the industry itself. Consequently, given this lack of 

information, government rule-making and enforcement strategies may be inefficient. In 

particular, this may result in over-regulation or regulatory delays, which effectively hinder 

economic activity.121  Command and control regulation has therefore been criticised for 

imposing unnecessary burdens and costs on industry. Accordingly, countries such as 

Australia,122 some European countries,123 the United Kingdom124 and the United States125 
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have conducted comprehensive reviews of centralized government regulation with the aim 

of reducing the burdens imposed by this form of regulation on businesses. Because of the 

weaknesses of command and control regulation, there is now general acceptance that 

alternative modes of regulation, which are explained immediately below, may be more 

effective.126   

2.7.2 Alternative Modes of Regulation  

As explained in a recent OECD report examining alternatives to traditional regulation, the 

first response by governments to a perceived policy problem is often to resort to command 

and control regulation.127 Nevertheless, given the disadvantages of traditional government 

regulation, there has been an increased interest in exploring alternative modes of 

regulation. As the OECD report points out: 

 

Alternative policy instruments can often achieve policy objectives at lower cost and 

more effectively than traditional, command and control instruments. They can 

therefore be a means of reducing administrative burdens imposed on businesses 

and others.128 
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This section of the chapter examines the main alternatives to traditional government 

regulation which are relevant to the regulation of the advertising of medicinal products, 

namely self-regulation, co-regulation and enforced self-regulation.129 Although the three 

alternative modes of regulation share some common features, they use quite different 

regulatory strategies and techniques. As explained by Baldwin and Cave, alternative 

modes of regulation can be distinguished by reference to the following three 

characteristics: (1) the extent to which regulation is delegated by government; (2) the 

extent of government involvement in regulation and (3) the amount of ‗legal force attached 

to rules‘.130 As we will see, there are strengths and weaknesses in the various mixes of 

government and industry involvement in the alternative modes of regulation. 

2.7.2.1  Self-Regulation 

Self-regulation, which is also known as private regulation,131 in its purest form, refers to 

private organisations regulating the behaviour of their members through a degree of control 

and supervision.132 In broader terms, it may be defined as ‗the possibility for economic 

operators, the social partners, non-governmental organizations or associations to adopt 

amongst themselves and for themselves common guidelines…‘.133  

 

Self-regulation involves industry formulating rules and codes to govern the members of 

industry, and is premised upon the voluntary participation by members in regulation.134 

Applying the criteria suggested by Baldwin and Cave, pure self-regulation is distinguished 

from the other alternative modes of regulation (co-regulation and enforced self-regulation) 

in that there is no government involvement and the rules are not legally binding. 135  

 

                                                        
129 See Guide to Regulation 1998 above n 33, B2. 
 
130 Baldwin and Cave, above n 10, 125-126. 
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The main strengths of self-regulation, in comparison with government regulation, are that, 

first it has much more flexibility, including the availability of strategies which government 

regulators lack.136 For instance, it possesses the flexibility to establish rules much more 

quickly than government. Second, there are no great problems with compliance, as 

adherence to rules is entirely voluntary.137 In so far as there are problems with compliance, 

these relate mainly to violations by those who do not subscribe to the system of self-

regulation. Third, as the regulators come from the industry, they have the specialised 

experience needed to address the concerns arising from malpractices.138 Similarly, self-

regulators are presumed to be efficient in regulating the relevant conduct as, for example, 

monitoring costs are less, there being no excessive costs incurred when securing 

information regarding members and their activities.139 Furthermore, self-regulators are 

commonly involved in an ongoing conversation with industry; for example, by announcing 

decisions in industry publications. As Black has claimed, ongoing inter-industry 

communications may be important in promoting regulatory compliance.140  

 

Self-regulation, however, has important weaknesses. The main weaknesses, as 

summarized by Baldwin and Cave, include: (1) that the regulators may seek to serve the 

private interests of their members as opposed to the public interest;  141 (2) that they may 

lack accountability and the force of law;142 (3) that their credibility or procedural fairness 

may be questionable;143 (4) that non-members are left unregulated144 and (5) the 
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regulators lack democratic legitimacy, as they are private unelected authorities that 

represent specific interests.145 

 

One of the key disadvantages of self-regulation is the relatively weak enforcement powers 

of self-regulators, which essentially derive from the fact that their decisions lack the force of 

law.146 Consequently, self-regulation may be unsuitable for the regulation of certain types 

of products and services. For example, self-regulation is generally regarded as unsuitable 

if it involves the regulation of high-risk products or major health issues, as it may not 

ensure sufficient community safeguards.147 Another important disadvantage of self-

regulation is that consumers may lack confidence in this mode of regulation. Given that, as 

suggested by Black, effective regulation depends upon consensus building and fostering 

conversations with interpretative communities, consumer confidence in the system of self-

regulation is necessary for the overall success of this mode of regulation.148 Consumers, 

however, ordinarily view industry self-regulation as less rigorous than other modes of 

regulation, as the rules of self-regulatory bodies are drafted by members of the industry, 

who naturally face the temptation of promoting the self-interest of their own members.149 

Hence, consumers and consumer advocates, in general, tend to regard command and 

control regulation as more reliable and effective than self-regulation. 

 

Further, as pure self-regulation is voluntary, a self-regulatory system that lacks the 

cooperation of key industry players may be unable to regulate effectively. It is fundamental 

to the success of a system of self-regulation that industry groups cooperate in complying 

with the guidelines or rules established by the self-regulator.150 For example, while industry 

self-regulation of the advertising of prescription drugs in New Zealand has been described 
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148 See generally Black, Rules and Regulators, above n 140, 30. 
 
149 Thomas W Reader, 'Is Self-Regulation The Best Option For the Advertising Industry in the European 
Union? An Argument for the Harmonization of Advertising Laws through the Continued Use of Directives' 
(1995) 16 University of Pennsylvania Journal of International Business Law 181, 209 & 214. 
 
150 Erin J. Asher, 'Lesson Learned from New Zealand: Pro-active Industry Shift Towards Self-regulation of 
Direct-To-Consumer Advertising Will Improve Compliance With the FDA' (2006) 16(3) Albany Law Journal of 
Science & Technology 599, 610 - 611. 
 



Chapter 2 – Regulation of Advertising of Medicinal Products 

53 

 

as working well,151 the key factor in that success has been the willing co-operation of all 

sectors of industry, including the media.152 Enforcement of self-regulation in New Zealand 

is not a problem, as the media does not publish or broadcast advertisements for 

prescription drugs unless pre-approval for the advertisements has been obtained.153  

2.7.2.2  Co-Regulation  

Co-regulation may be defined to mean a ‗mechanism which combines binding legal 

legislative and regulatory action with actions taken by the actors most concerned, drawing 

on their practical experiences‘.154 In the Inter-institutional Agreement on Better Law Making 

(IIA), produced by the European Parliament Council Commission, it is defined as a 

‗mechanism whereby a legislative act entrusts the attainment of the objectives defined by 

the legislative authority to parties which are recognised in the field (such as economic 

operators, social partners, non-governmental organizations, or associations)‘.155 According 

to the UK‘s Better Regulation Task Force, ‗co-regulation involves some sort of legal 

underpinning and can therefore be described as self-regulation with a legislative 

backstop‘.156 

 

Essentially, co-regulation is a form of regulation which combines some of the 

characteristics of both self-regulation and government regulation. It is a model which is 

premised upon a self-regulatory framework, with public authorities stipulating the legal 

basis for the framework.157 It involves a partnership between government and industry 

associations with the aim of achieving the objectives set by the government.158  
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A distinctive feature of co–regulation is the delegation of particular tasks of the public 

authority to the industry, and the monitoring of the delegated tasks by the public 

authority.159 Other important features of co-regulation include the government‘s 

responsibility for establishing regulatory criteria to be met, accreditations, complaints 

handling procedures and/or sanctioning.160 While the government retains an oversight role, 

industry is responsible for formulating the codes of practice which spell out the nature of 

responsible practices, and which provide a structure for complaint handling.161 

 

In some respects, co-regulation can be seen as a development from self-regulation. 

Nevertheless, there are vital differences between the two modes of regulation. First, in self-

regulation, the government has no involvement, whereas in co-regulation, the government 

plays an important role.162 Second, self-regulation depends upon voluntary agreement by 

organisations to abide by the rules established by the industry associations in order to 

ensure responsible practices.163 Non-compliance is subject to punishments such as 

financial penalties or exclusion from membership, but there is no power to discipline non-

members. However, with co-regulation, market players are obliged to abide by rules 

established by the industry, even though they are not members of the industry association. 

The reason for this is that, if a ‗player‘ in the market does not comply with the rules, 

punishments are imposed by the State.164  

 

There are, nevertheless, considerable uncertainties in determining precisely what amounts 

to co-regulation. In particular, drawing a precise line between government regulation and 

co-regulation creates some difficulties in determining: (1) precisely how much government 

involvement is possible before the system ceases to be classified as co-regulation and is 
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better classified as government regulation and (2) how much detail in spelling out a 

statutory scheme is possible if the system is going to remain a system of co-regulation.165 

 

Regardless of the difficulties in properly characterising co-regulation it may be preferred to 

both government regulation and self-regulation because, to an extent, it combines the best 

characteristics of the two models in a single model.166 With co-regulation, the public sector 

obtains the support of industry self-regulation, and therefore is able to save on the costs of 

regulation.167 Self-regulators, on the other hand, are able to enjoy the freedom and 

flexibility of self-governance without compromising the level of accountability expected of 

them.168  

 

Co-regulation is not, however, without weaknesses. In particular, co-regulation will be 

ineffective unless the industry regulators are committed to the regulatory objectives set by 

government, and allocate sufficient resources to carry out their role in regulation.169 

Moreover, co-regulation also depends upon a degree of commitment by the regulated 

industry itself. For example, small firms (or firms working under a narrow profit margin) 

which do not have the competence, resources and management proficiency to implement 

changes and reforms required in co-regulation, may not perform well.170  

 

Ultimately, as explained by Balleisen and Eisner, for co-regulation to be credible, it must be 

premised upon an analysis of five main factors: (1) how concerned the self-regulators are 

about the reputation of their business;171 (2) how much flexibility do the self-regulators 

possess so as to reflect special features of their firms;172 (3) whether there are sufficient 

‗bureaucratic capacity, autonomy and ethos‘ with self-regulators which are necessary to 
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implement regulatory changes; 173 (4) how much of transparency is practised in a 

regulatory process 174 and (5) to what extent are self-regulators made accountable for their 

actions. In other words, the effectiveness of co-regulation depends, in large measure, on 

the effectiveness of mechanisms for monitoring the performance of industry regulators.175  

 

Determining the extent to which the factors identified by Balleisen and Eisner are satisfied 

by a particular regulatory regime is not without challenges. Depending upon the form of 

delegation by government to industry, there can be considerable complexities in the 

regulatory system, opening up possibilities for ‗miscommunication of information, shirking 

and opportunistic behaviours and vulnerability‘.176 For instance, if authority for a particular 

regulatory function is not clear, then industry and government may point the finger at each 

other for perceived regulatory shortcomings. In short, ensuring a regulatory structure which 

maintains a high level of accountability, and is supported by precise regulatory goals, 

transparent monitoring and adequate inspection, is far from easy.177  

2.7.2.3  Enforced Self-Regulation  

Enforced self-regulation, which is also known as ‗meta-regulation‘ and ‗responsive 

regulation‘,178 is best regarded as a specialized form of co-regulation. Like co-regulation, it 

is a mode of regulation which is carried out through the employment of specific rules that 

are designed by firms and ratified by government agencies.179 Enforced self-regulation, as 

described by Ayres and Braithwaite, is centred on two key concepts: (1) ‗public 

enforcement of privately written rules‘ and (2) ‗publicly mandated and publicly monitored 

private enforcement of rules‘.180  
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Over and above this, however, as Ayres and Braithwaite point out, enforced self-regulation 

is distinguished from co-regulation in that it involves negotiations between State and 

individual firms in order to establish tailor-made rules to regulate particular firms, while co-

regulation is concerned with the government ratifying or overseeing the control employed 

by the self-regulation.181 In other words, enforced self-regulation is an essentially 

collaborative process, whereas co-regulation is more ‗top down‘, with government setting 

the overall parameters of the regulatory framework and monitoring the performance of 

industry regulators. 

 

Enforced self-regulation is based on the idea that regulation should involve the utilization of 

‗mechanisms which are responsive to the context, conduct and culture of those being 

regulated‘, and as such, it is believed to ensure greater compliance by those being 

regulated than other modes of regulation.182 Accordingly, rules are devised in close 

collaboration with industry to match the needs of the regulated firms, taking into account 

the risks and costs associated with regulated activities.183 Like co-regulation, enforced self-

regulation may be a cost-effective option for the government as a portion of the cost of 

regulation is borne by those being regulated rather than by the government.184  

 

As opposed to co-regulation, and reflecting the collaborative model, a distinct feature of 

enforced self-regulation is that it uses a combination of soft techniques of persuasion, 

before resorting to harsh enforcement strategies.185 In particular, enforcement is carried 

out ‗progressively through different compliance seeking strategies‘, in a pyramid-like 

system.186 This pyramid approach, which was first formulated by Braithwaite, considers 

persuasion as the first option in the regulation of behaviour, with punishment as the last 
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resort.187 In other words, in this model, persuasion, which is at the base of the pyramid, 

escalates to punishment, which is at the top of the pyramid.188 This regulatory model also 

incorporates a readiness to de-escalate the regulatory response when it is deemed 

necessary.189 Essentially, it is claimed that enforced self-regulation resolves the uncertainty 

of deciding between ‗when to punish and when to persuade‘,190 establishing a significant 

amount of flexibility in formulating regulatory responses.  

 

Enforced self-regulation has distinct advantages over other modes of regulation. In 

particular, enforced self-regulation has the advantage of implementing specifically tailored 

rules, which have been developed through a collaborative process, and which are 

responsive to industry needs. Such rules avoid some of the difficulties that arise from 

broadly couched rules set by government that attempt to deal with all eventualities, and 

which are often either too stringent or overly permissive.191 Moreover, in terms of 

enforcement, enforced self-regulation may be more effective than other modes of 

regulation in that there is less capacity for industry to exploit loopholes as it employs 

precise and particularised rules that have been collaboratively developed.192 Finally, 

enforcement costs are likely to be lower with enforced self-regulation than with other 

modes of regulation, as persuasion, which is at the base of the pyramid of regulation, is 

less costly than punishments, which must entail costly litigation.193 

 

Despite the clear advantages of enforced self-regulation, like all modes of regulation, it has 

weaknesses. In fact, the features of enforced self-regulation that give rise to the 

advantages of this mode of regulation can also lead to disadvantages. For example, while 

‗firm specific rules‘ may respond to the needs of industry, this may reflect the private 
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interests of industry members, instead of the broader public interest.194 Alternatively, even 

if a rule is devised in the best interest of the public, there is nothing to say that it is 

necessarily a good rule, as the industry regulator may be ill informed or inefficient.195 For 

example, ‗firm specific‘ rulemaking is only practically possible with large firms which 

possess sufficient expertise, funding or resources to perform this task.196 Consequently, 

the advantages of an industry group having more experience and understanding of the 

conditions in a particular industry, must be weighed against the potential disadvantages 

arising from industry acting in its own interests, and the possibility that industry groups may 

perform their regulatory roles inefficiently or ineffectively. 

2.7.3 Conclusion  

All modes of regulation, along the continuum from government regulation to self-regulation, 

have distinct advantages and disadvantages. On the one hand, government regulation 

may be rigid, inflexible and slow to adapt to changing economic and technological realities. 

On the other hand, however, it possesses democratic legitimacy, and governments are 

best placed to pursue the public interest. As opposed to government, industry may 

possess greater specialised expertise, resources and time, and may be more responsive to 

changing industry conditions. Private industry, however, lacks democratic legitimacy, and 

industry groups may pursue their own interests in preference to the public interest.  

 

Between the two extremes of government regulation and self-regulation, there are two 

related, and important, modes of regulation, namely co-regulation and enforced self-

regulation. While both of these modes of regulation attempt to incorporate the best features 

of government regulation and self-regulation, neither is beyond reproach, as both have 

significant potential weaknesses. For example, while enforced self-regulation may be more 

responsive to the needs of industry than other modes of regulation, this poses the 

possibility of regulation serving the interests of the industry rather than the broader public 

interest. Furthermore, the participation of industry groups in regulating an industry may 

lead to cooperation for anti-competitive purposes, such as raising barriers to entry. Finally, 
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whatever mode of regulation is adopted, it is important that compliance and enforcement 

costs are monitored to ensure that the costs of regulation do not exceed the benefits. 

 

While traditional command and control regulation retains some advantages, it is, however, 

fair to say that pure government regulation is falling out of favour. Increasingly, in Western 

democracies, there is a tendency to rely on self-regulation and forms of co-regulation. In 

making recommendations for Malaysia, it is therefore important to be familiar with the 

respective advantages and disadvantages of alternative modes of regulation. The following 

table, which draws upon a recent Occasional Paper produced for ACMA, summarises the 

advantages and drawbacks of self-regulation and co-regulation.197 
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Table 2.1 Advantages and Drawbacks of Alternative Modes of Regulation 

 

Advantages  greater flexibility and adaptability 

 potentially lower regulatory costs 

 ability to harness industry knowledge 

and expertise to address industry-

specific and consumer issues 

 quick and low-cost complaints-handling 

and dispute resolution mechanisms 

Disadvantages  possibility of raising barriers to entry in 

an industry 

 possible anti-competitive activities 

 danger of regulatory capture 

 potential to increase government 

compliance and enforcement costs 

 

 

In sum, the appropriate mode of regulation cannot be determined in the abstract, but must 

be determined by considering a range of factors, including the cost of imposing, 

maintaining or complying with a particular regulatory regime and, most importantly, the 

specific harms sought to be addressed by regulation. The question of the appropriate 

mode of regulation for the advertising of medicinal products, along the spectrum from 

government regulation to self-regulation, is returned to in Chapter 6 of this thesis, with a 

view to making recommendations for regulation in Malaysia. The next section of this 

chapter, however, introduces an analysis of the particular rules that may be used in 

regulating the advertising of medicinal products. 
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2.8  Rules and Enforcement of Rules 

As explained immediately above, regulation can be seen as a continuum, with centralized 

government regulation at one extreme and self-regulation at the other. Nevertheless, 

regardless of the mode of regulation (meaning decisions about who is responsible for 

particular parts of a regulatory regime) regulation must be implemented by rules. There are 

two main factors that are critical in determining the effectiveness of regulation: firstly, the 

way in which rules are drafted and, secondly, the ways in which rules are enforced. 

 

This section of the chapter first examines the different forms of rules and the inherent 

limitations of rules, before explaining the main problem in drafting good rules, and how this 

problem may be addressed.  As the Victorian Guide to Regulation points out in referring to 

different forms of rules: 

 

In developing good regulation to address problems, it is important to assess the 

appropriateness of all forms of legislation and other instruments.198 

 

Secondly, this section of the chapter examines the effectiveness of the enforcement of 

rules. 

2.8.1 Types of Rules 

Rules are of broadly two kinds which this thesis refers to as formal and informal rules. 

Formal rules, the main instrument of government regulation, consist of primary legislation 

and delegated (or secondary) legislation. Primary legislation consists of Acts passed by 

Parliament. Delegated legislation, on the other hand, consists of a variety of instruments 

including regulations, bylaws, and ordinances, which are created by subordinate bodies 

under the authority set out in statutes.199 In a Westminster system, the subordinate bodies 

may include: (1) the executive which, in Australia, is the Governor-General (or Governor) in 
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Council; (2) government ministers; (3) local authorities such as councils; (4) statutory 

bodies such as corporations; (5) universities or (6) professional bodies.200  

 

Primary legislation is usually drafted in general terms so as to avoid the need for frequent 

changes.201 Delegated legislation, on the other hand, supplements primary legislation by 

providing greater specificity to the legislation, so as to assist in the regulation of an activity 

or behaviour, while not altering the aims or objectives of primary legislation.202 A range of 

considerations must be taken into account in determining whether a rule should be 

included in primary legislation or secondary legislation, such as the extent to which the rule 

affects individual rights, whether it relates to a significant policy question and whether it 

imposes criminal penalties.203 

 

In the United States, as opposed to Westminster systems, Federal administrative bodies, 

or agencies, are also empowered to make delegated legislation in the form of rules and 

regulations.204 Rules and regulations made by Federal agencies take priority over State 

laws when they are made validly pursuant to Federal legislation.205 Nevertheless, similar 

considerations apply in determining whether a rule should take the form of primary 

legislation or delegated legislation made by a regulatory agency.  

 

As opposed to formal rules, informal rules consist of industry codes or guidelines 

established by the private sector. Unlike primary and delegated legislation, strictly 

speaking, informal rules are non-binding. Obviously, between formal rules, on the one 

hand, and informal rules, on the other, there are a range of rule-types which may be 

formulated by the private sector but which, nevertheless, are binding.  
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Decisions about the form of rules (whether they should take the form of primary legislation, 

delegated legislation or informal rules) are related to decisions about the appropriate mode 

of regulation. Thus, primary legislation has greater democratic legitimacy, but less flexibility 

than other forms of rules, while informal rules have considerable flexibility, but less 

accountability. Nevertheless, there are particular features of rules which must be taken into 

account in designing an effective regulatory system, regardless of whether the rules take 

the form of primary legislation, delegated legislation or informal rules. These features of 

rules are dealt with immediately below.   

2.8.2 Ensuring Compliance with Rules 

In order to assess the effectiveness of rules, it is important to first understand the objective 

of rule-making. Rules are essentially drafted with a view to ensuring that they are complied 

with.206 In other words, rules are formulated in a manner that can deter the occurrence of 

an undesirable act or encourage socially desirable activity.207  

 

The extent to which rules are drafted so as to best ensure compliance is essential to 

assessing the effectiveness of rules. Several factors influence compliance with rules. For 

example, the costs of compliance with a rule clearly influence their effectiveness. As 

suggested by Becker, if rules are drafted so that they are very costly to comply with, then 

rules may well be disobeyed.208 The most important influence on the effectiveness of rule-

making is the fact that, due to imperfect information, rule-makers necessarily draft rules 

that are either over-inclusive or under-inclusive. The next section of this chapter explains 

the problem of the imprecision of rules, and how this problem may be addressed. 
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2.8.3 Addressing the Imprecision of Rules 

Although rules may be relied upon to regulate behaviour or conduct, there are inherent 

limitations in rules, which hinder effective regulation. An important limitation includes the 

over-inclusiveness and under-inclusiveness of rules, which means that rules are 

necessarily imprecise. 

 

The term ‗over-inclusive‘ refers to a situation where conduct which was not intended to be 

regulated is, in fact, caught by regulation. The term ‗under-inclusive‘, on the other hand, 

refers to a situation where conduct which was intended to be regulated is excluded from 

regulation.209 These situations are generally brought about by rules being formulated either 

too broadly or too narrowly. Lack of knowledge, vision and foresight (in other words, 

imperfect information) on the part of those responsible for drafting rules, which cannot 

possibly address all possible contingencies, leads to rules being poorly designed.210  

 

Given that the imprecision of rules is a problem that cannot be avoided, it is necessary to 

understand how the problem can be minimised. A number of ways have been suggested 

for addressing the imprecision of rules. Baldwin, for example, proposes what he calls a 

‗compliance-orientated approach‘ to address the limitations of rules.211 In particular, he 

argues that rules are generally not complied with because ‗the regulated‘ lack adequate 

information about what is required of them, or lack the initiative to find out what is 

required.212 According to Baldwin, rules are best formulated to ensure compliance if they 

are targeted on the following four questions: 

 

 What are the key hazards? 

 Who creates these hazards? 

 Which enforcement strategies will best influence the mischief makers/hazard 

creators? 

                                                        
 
209 See Ehrlich and Posner, above n 207, 268. 
 
210 Colin S Diver, 'The Optimal Precision of Administrative Rules' (1984) 93 Yale Law Journal 65, 98. 
 
211 See generally Baldwin, above n 206, 336-337.  
 
212 Ibid 329.  
 



Chapter 2 – Regulation of Advertising of Medicinal Products 

66 

 

 Which rule-types best compliment those strategies?213   

 

Black, on the other hand, has suggested that the limitations found in rules may be best 

addressed by the use of different rule-types, interpretative communities and what she 

terms a ‗conversational model‘.214 First, according to Black, it is often the choice between 

two types of rules, a ‗rule‘ and a ‗standard‘, that is the key choice to be made by rule-

makers. While rules are detailed and precise, standards are less precise, but flexible.215 

While both rules and standards have strengths and weaknesses, Black argues that 

‗standards‘ may allow for the use of a purposive approach, and thereby permit greater 

flexibility than more prescriptive, detailed rules.216  

 

Secondly, Black claims that the use of ‗interpretative communities‘ may also address 

weaknesses in the formulation of rules. By ‗interpretative communities‘, Black refers to all 

those who are involved in applying and interpreting a rule.217 In essence, she argues that if 

a consensus can be built amongst these communities it will promote compliance.218 For 

example, a mutual understanding of the problem will enable the problem of ‗creative 

compliance‘ to be detected and addressed. ‗Creative compliance‘, as described by 

McBarnet is ‗the use of technical legal work to manage the legal packaging, structuring and 

definition of practices and transactions, such that they can claim to fall on the right side of 

the boundary between lawfulness and illegality‘.219 Essentially, where ‗creative compliance‘ 

is practised, the letter of the law may be complied with, but the spirit of the law breached. 

According to Black, consensus building can deter these undesirable practices.  
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Thirdly, Black suggests that compliance can be improved by altering the way in which rules 

are applied.220 By this, she effectively means the use of a conversational model of 

regulation, where ongoing consultation and negotiations between ‗the regulated‘ and the 

regulators restrict differences in understanding rules.221 

2.8.4 Enforcement of Rules 

Once rules are drafted, they must be effectively enforced. Regulation includes a range of 

enforcement strategies that may be used by government, regulators and industry. 

According to Bhagwat, a basic distinction may be drawn in the way in which rules are 

enforced between ex-ante review, on the one hand, and ex-post enforcement, on the 

other.222 Ex-ante review is, in essence, a form of control which is imposed before the 

violation of a law. Common forms of ex-ante review include: (1) licensing or (2) pre-

clearance or pre-approvals, such as pre-clearance of an advertisement.223 Ex-post 

enforcement, on the other hand, is concerned with enforcement violations after they 

occur.224 Ex-post enforcement includes administrative enforcement (which essentially 

means enforcement by regulators), and judicial enforcement (which means enforcement by 

the courts). This section of the chapter explains ex-ante and ex-post enforcement, and the 

strengths and weaknesses of each of these forms of enforcement.  

2.8.4.1  Ex-ante review 

Ex-ante review usually involves a regulator either granting or denying pre-approval, or pre-

clearance, or a licence.225 Pre-approval or pre-clearance, for example, operates to prevent 

irreparable harm that may be caused by violations of a rule. According to Bhagwat, 
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‗irreparable harm‘ is a harm which ‗society may consider unacceptable‘.226  An example of 

this is where there may be ‗serious injury to health or death to substantial population‘.227  

 

Ex-ante review may be less costly than ex-post review, which involves regulators ‗finding, 

investigating and prosecuting violations‘.228 However, there are certain weaknesses with 

ex-ante review. The weaknesses are usually associated with the wide discretion this 

confers on regulatory agencies to prevent behaviour, and the extent to which the discretion 

is carried out in an appropriate manner. A good example of this problem is where 

regulatory approval is not granted in a timely manner, thereby preventing companies from 

engaging in activities which may well be beneficial.229  

2.8.4.2  Ex-Post Enforcement  

Ex-post enforcement refers to enforcement once there has been a violation of the law. As 

argued by Baldwin and Cave, ex-post enforcement may very well determine the success of 

regulation.230 If the other regulatory strategies, such as pre-approval fail to prevent 

violations, ex-post enforcement must deal with the problem by punishing the wrong-doer, 

or compensating consumers, or both.231  

 

A system of monitoring violations is a common example of ex-post enforcement. 

Monitoring operates to identify violations and facilitate measures to prevent violations from 

recurring. In essence, two types of monitoring may be pursued, namely, passive or 

proactive. Passive monitoring refers to the discovery of violations of laws from the reports 

of competing companies232 or consumers, whereas proactive monitoring refers to the 

responsible agency randomly checking conduct, such as advertising materials, for 
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violations of laws.233 Monitoring can either be scheduled, thereby ensuring regular but 

predictable monitoring, or spontaneous, which may take those who are monitored, such as 

advertisers, off guard. 

 

Irrespective of the types of monitoring which may be carried out, it must be carried out 

cost-effectively.234 As suggested by Jackson and Rosenberg, a system of monitoring is 

likely to be most effective if it employs selective monitoring, accompanied by stringent 

penalties.235 They recommend a method of selective sampling, whereby the regulator may 

select just one item from a number of items for inspection, thereby reducing the costs of 

more comprehensive monitoring. If the item is found to be in breach, the penalty is based 

on the total number of items.236 Because the penalty imposed is high, selective monitoring 

is designed to more effectively deter prohibited acts and is able to achieve the same result 

as individually monitoring items, at a fraction of the cost.237  

 

Although monitoring may be essential to the effectiveness of ex-post enforcement, as it 

increases the chances of harmful conduct targeted by regulation being detected, the 

deterrence value of ex-post enforcement also depends upon the extent to which serious 

consequences, such as fines or imprisonment, follow.238 There are, nevertheless, limits on 

the extent to which regulation can rely on ex- post enforcement. These limits relate mainly 

to the potentially high costs of ex-post strategies.239 For example, enforcement which 

entails imprisonment obviously involves the costly construction and operation of prisons.240 
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Moreover, legal proceedings to enforce rules are necessarily costly. Effective ex-post 

enforcement therefore involves balancing the benefits of deterring harmful behaviour 

against the costs of monitoring or punishing the targeted behaviour. 

2.8.5 Conclusion  

In summary, the preceding section of the chapter explored the two main ways in which 

regulation may promote compliance: the formulation of rules and the use of enforcement 

strategies. The formulation of rules creates compliance difficulties as a lack of information 

may mean that they are either over-inclusive or under-inclusive. As Black points out, 

regulation may either take the form of relative precise rules or more flexible standards. 241 

The appropriate degree of specificity in drafting rules is a complex issue. Nevertheless, as 

Black further suggests the problems of ensuring compliance with rules may be addressed, 

in part, by promoting consensus among interpretative communities, or an ongoing 

‗conversation‘ between regulators and the regulated.242 

 

Compliance may also be promoted through the adoption of appropriate enforcement 

strategies. As Bhagwat suggests, enforcement may take the form of ex-ante review or ex-

post enforcement, each of which has strengths and weaknesses.243 Given the advantages 

and disadvantages of different enforcement strategies, it is likely that compliance is best 

promoted by a mix of strategies, including both ex-ante review and ex-post enforcement. 

Determining the precise nature of the mix is, however, quite a complex task. 
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2.9 ASSESSING EFFICIENCY AND EFFECTIVENESS OF THE 

REGULATION OF ADVERTISING OF MEDICINAL PRODUCTS 

As explained immediately above, the effectiveness of rules depends upon the ways in 

which rules are drafted and the strategies that are used to enforce the rules. As Katz 

suggests, however, any form of regulatory intervention may lead to either under-deterrence 

or over-deterrence.244 An assessment of any form of regulation depends upon an 

understanding of what is meant by under-deterrence and over-deterrence. 

 

Under-deterrence occurs when regulation is insufficient to prevent the occurrence of a 

prohibited event.245 For example, in the context of the regulation of deceptive advertising, 

fines imposed or sanctions ordered may be insufficient to avoid the recurrence of the 

deceptive advertising.246 Although this may be rectified by increasing the penalties or 

sanctions, merely increasing penalties only partially solves the problem, as manufacturers 

may continue to keep products on the market without engaging in any form of activity that 

would reveal accurate information regarding the products.247 The regulatory strategy 

pursued must therefore be more sophisticated than merely increases penalties. 

 

Over-deterrence, on the other hand, occurs where the courts impose high penalties or 

sanctions that are disproportionate to the prohibited act.248 Like under-deterrence, over-

deterrence may end up causing more harms than benefits. In particular, over-deterrence 

may penalise some good quality products, driving them out of the market. 249  

 

In order to determine the appropriate level of regulation so as to avoid as much as possible 

both under-deterrence and over-deterrence, it is important to undertake an economic 

analysis of regulation. Accordingly, this section of the chapter explains the main forms of 
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economic analysis, including cost-benefit analysis, before applying cost-benefit analysis to 

the regulation of advertising of medicinal products.  

2.9.1  Economic Analyses of Regulation 

The economic evaluation of regulation ordinarily consists of four main types of analysis: (1) 

cost-benefit analysis; (2) cost-effectiveness analysis; (3) cost-utility analysis and (4) cost-

minimization analysis.250 This chapter, however, examines only two kinds of analysis: (1) 

the cost-benefit and (2) cost-effectiveness analyses, as these kinds are presumed to be 

the most suitable forms of analysis for assessing the effectiveness of the regulation of 

advertising. 

2.9.2 Cost-Benefit Analysis and Cost-Effectiveness Analysis of Advertising 

Regulation  

The efficiency and effectiveness of any particular project is ordinarily gauged using either a 

cost-benefit analysis or a cost-effectiveness analysis.251 This section of the chapter 

explains cost-benefit analysis and applies it to the regulation of advertising. A cost-benefit 

analysis is, in essence, an analytical tool established by economists to assess if a 

particular project, when compared with other projects, can be pursued in an efficient 

manner.252 In cost-benefit analysis, in order to assess the efficacy of a particular initiative, 

every item is given a value and is quantified in terms of the costs incurred and benefits 

accrued.253  

 

In the context of regulating advertising, cost-benefit analysis refers to the analysis of 

whether the costs of regulating advertising outweigh the benefits derived from it. The costs 

taken into account are broadly quantified in terms of time spent, or labour employed and 
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materials used. The benefits, on the other hand, are assessed by reference to the 

willingness to pay by the group deemed to benefit from the regulation.254  

 

There have been considerable differences in the findings of among scholars who have 

applied cost-benefit analysis to the regulation of deceptive advertising. 255 In a pioneering 

analysis, Craswell emphasised the importance of engaging in an explicit cost-benefit 

analysis in regulating deceptive advertising. 256 As Craswell argues:  

 

Deceptive ads should be viewed in the same fashion as potentially dangerous 

products whose risks must be balanced against the difficulty of reducing those 

risks.257  

 

In assessing the difficulties of reducing the risks of deceptive advertising, Craswell 

emphasised the costs involved in doing so, including the costs of using corrective 

advertisements, inserting qualifying statements or completely removing an 

advertisement.258 In essence, Craswell argues that corrective advertising, whilst it may 

rectify the perception of one consumer, may nevertheless be harmful to others, potentially 

bringing about new injuries which can be more serious than the original deception.259  He 

also postulates that the corrective language itself deceives other consumers. 260 Although 

corrective advertising is just one form of regulation, Craswell‘s analysis effectively 
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illustrates the important point that the costs of regulating advertising may sometimes 

outweigh the advantages of regulation.  

 

In a similar vein, Craswell argues that regulations that require information to be inserted 

into advertisements could cause injury, in the sense that too much information, or 

‗information overload‘, could cause consumers to miss out on valuable information.261 

Conversely, and equally importantly, entirely eliminating a deceptive advertisement is also 

‗costly‘ to those who are not misled by the advertisements in that there is a loss of valuable 

information to those who obtain some benefits from the advertisements.262 Consequently, 

applying Craswell‘s analysis, the costs incurred from regulatory interventions, such as 

requiring corrective advertising or prohibiting advertising altogether, must be fully taken into 

account, and weighed against the harm caused by deceptive advertisements, with a 

particular form of regulation only being justified if the costs incurred by regulation are less 

than the harms caused by the advertising.263  

 

In response to Craswell, however, other scholars have suggested that he over-emphasises 

the costs of regulation, while under-emphasising the advantages of regulation. For 

example, Preston and Richards suggest that the extent to which deceptiveness is reduced, 

and the benefits derived from remedial actions, such as corrective advertising or outright 

prohibition, outweigh the minimal cost of remedial action.264 Similarly, Schechter, whilst 

acknowledging Craswell‘s innovative analysis, observes that Craswell ‗overstates the 

possibility of non-existent alleged costs‘.265  

 

Overall, then, despite Craswell‘s analysis, the overwhelming weight of scholarly opinion 

supports the view that, in applying a cost-benefit analysis, the benefits of regulating 
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deceptive advertising outweigh the costs of doing so. Craswell‘s analysis is, however, 

extremely important in reminding us of the importance of taking into account all of the 

potential costs in determining the form of regulation to apply to deceptive advertising. For 

example, it may be that while advertising that actively deceives consumers should be 

prohibited, some degree of confusion may be acceptable if an advertisement also 

communicates valuable information. Moreover, it may be that not all corrective advertising 

has positive effects, suggesting that if corrections are ordered, care should be taken in 

formulating the kind of corrections mandated.   

 

The application of cost-benefit analysis to matters concerning public health is sometimes 

criticised, with cost-effectiveness analysis claimed to be more suitable.266 In cost-

effectiveness analysis, as opposed to cost-benefit analysis, the cost of a project is 

quantified in terms of monetary value and this is compared with the benefits measured in 

natural units, for example, the number of years of human life that are saved.267 The 

reluctance to place a monetary value on human life in order to quantify the costs and 

benefits explains why some have claimed that cost-effectiveness analysis should be 

preferred in the context of analysing the regulation of matters relating to public health, such 

as the advertising of medicinal products.268 The difficulties encountered in adequately 

taking into account the relatively intangible values associated with health effects, however, 

means that, in practice, it is quite difficult to apply cost-effectiveness analysis to the 

regulation of advertisements of medicinal products.269 Nevertheless, the importance of fully 

taking into account the value of human life, and the importance of good health, suggests 

that we should err on the side of caution in regulating areas that have important effects on 

community health. Therefore, although as Craswell suggests, the costs of regulation need 

to be fully recognised, there is a good case to be made, when it comes to regulating the 

advertising and supply of potentially harmful medicinal products, for regulation to err on the 

side of over-deterrence rather than under-deterrence. 
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Having introduced the rationale for regulating deceptive advertising at [2.3], and the 

economic analysis of regulation at [2.9], we are now in a position to examine the regulation 

of the advertising of medicinal products, which is undertaken immediately below.  

2.9.3 Economic Analyses for the Regulation of the Advertising of Medicinal 

Products 

The essential starting point for the analysis of the regulation of advertising of medicinal 

products is to identify the main objective of regulation which, as explained at [2.5] and [2.6] 

above, is to redress the information asymmetry which gives rise to consumers having 

inadequate or incorrect information about medicinal products.270 To achieve this objective, 

regulation must affect a change in the behaviour of those who disseminate deceptive 

advertisements. In doing so, regulation must balance the advantages of protecting 

consumers from deceptive or harmful regulation against the costs of regulation. In order to 

assess the appropriate level of regulation, this thesis applies a cost-benefit analysis, 

relying mainly on the analysis carried out by the Galbally Review in evaluating the 

Australian regulatory regime. Although this thesis considers that a cost-benefit approach is 

justified, it is important to bear in mind that the main objective of the Galbally Review was 

essentially to analyse the effects of the Australian regulatory regime on competition, which 

clearly influenced it in adopting the cost-benefit approach.  

 

The Galbally Review conducted a comprehensive cost-benefit analysis of the efficiency of 

regulatory controls of drugs, poisons and controlled substances, which include medicinal 

products. In doing so, it reviewed the extent to which the benefits of the controls outweigh 

the costs incurred from regulation. In general terms, the approach adopted by the Review 

involved an analysis of:  

 

 the objectives of the legislative controls, including the nature and the 

magnitude of the health problem that the controls seek to address; 

 whether controls would restrict competition, including the likely effect of any 

restriction on competition and the economy; 

 whether there are non-regulatory ways to achieve this; 
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 the costs and benefits of and the overall effects of the drugs, poisons, and 

controlled substance legislations and alternative less restrictive approaches 

and 

 the extent to which the level of controls may be reduced, without 

compromising on achieving the objectives and in doing so, increase 

competition.271 

 

Applying the cost-benefit approach, the Galbally Review concluded that a comprehensive 

system of regulatory control of poisons and medicinal products is essential as it provides a 

net benefit to the community, largely in the form of addressing the adverse health effects 

that would occur in the absence of regulation. Taking into account the costs of regulation, 

however, the Review recommended reducing the level of regulation in some areas, 

including: (1) some aspects of advertising; (2) supply of product samples; (3) licensing and 

(4) recording and reporting.272 This thesis focuses on the Review‘s analysis of the 

regulation of advertising. 

 

To begin with, the Review identified the important benefits that flow from the regulation of 

advertising of medicinal products, namely, preventing: 

 inappropriate use of medicines where doctors have succumbed to patient pressure 

to prescribe; 

 undermining of doctor-patient relationships; 

 confused and misinformed consumers; 

 anxiety through exaggerated promotion of disease risks; 

 wide use of medicines in community, without adequately taking into account the 

risks;  

 increased harm and possibly fatalities, especially with self-diagnosis; 

 acceptance of medicines as ‗life solutions‘, rather than preferable alternatives, 

such as diet and exercise; 
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 escalation of costs to subsidised medicines and patients‘ visits to doctors, 

especially where consumers engage in ‗doctor shopping‘.273  

 

As can be seen, all of these potential harms arise from the information asymmetry between 

industry and consumers. As opposed to the benefits of addressing these harms, however, 

the Review was careful to note that, even in the absence of regulation, there are important 

potential benefits that may arise from the advertising of medicinal products. Consequently, 

the Review pointed out that, provided advertising is informative and constructive, it could 

result in the following benefits which flow from greater consumer information: 

 

 Some doctors may react constructively to consumer pressure. 

 The doctor-patient relationship may, in some cases, be improved. 

 There may be earlier knowledge of treatment possibilities, which can reduce 

anxiety. 

 There may be earlier treatment of medical conditions. 

 In some cases, self-diagnosis may be beneficial, and may lead to consumers 

presenting to health professionals. 

 Innovative new medicines may be promoted.274 

 

The relative costs and benefits of advertising of medicinal products are summarised in the 

accompanying Diagram 2.2. 
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Diagram 2.2 Costs & Benefits of Advertising of Medicinal Products 

 

 

As the Review pointed out, and as suggested by those who favour cost-effectiveness 

analysis, the application of cost-benefit analysis to medicinal products is controversial in 

public health analysis. Nevertheless, while not precisely identifying all costs and benefits, 

the Review concluded that it was possible to form an assessment of, firstly, the desirability 

of regulating advertising and, secondly, the costs and benefits of particular forms of 

regulation. 
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Firstly, regarding the desirability of regulation, the Review acknowledged that regulation 

that prevents or restricts advertising imposes costs. In particular, the Review emphasised 

the costs that arise from preventing suppliers of medicines from competing freely in the 

market through advertising. In other words, if a supplier cannot advertise to consumers, it 

is effectively prevented from differentiating its products from competitors. Despite the 

costs, however, the Review concluded that, on balance, regulatory restrictions on 

advertising are justified because of the potential for very high costs to the community  

(which the Review referred to as ‗the known potential for tragic risk‘)  if advertising is not 

regulated.275 In this respect, the Review stated: 

 

To remove all regulation of medicines and poisons would give rise to too many 

points of possible failure in the health system for the public interest to be served 

and significantly erode the benefits they provide. Each hazard point inherent in the 

risks of harm … can be shown to exist. The precise probabilities of each of them 

occurring are often unclear, but there are so many hazards that the overall 

likelihood of harm is high.276 

 

In other words, in the important area of public health, the Review favoured the application 

of what is known as the ‗precautionary principle‘, meaning essentially that where risks to 

health are high, it is better to err on the side of caution. 

 

Secondly, however, while acknowledging the need for the regulation of advertising, the 

Review pointed out that not all forms of regulation are necessarily good. Applying an 

approach suggested by the need to balance over-regulation and under-regulation 

explained at [2.8] above, the Review concluded that, in assessing the appropriate form of 

regulation, it is necessary to take into account the costs of different kinds of regulatory 

controls. In undertaking this analysis, the Review distinguished between regulatory 

restrictions that apply to advertising prescription medicines and restrictions on advertising 

pharmacy-only medicines.   
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Prescription medicines, which are medicines that are only available to consumers with a 

prescription from a doctor, can be advertised directly to consumers in the United States, 

but not in Australia or Malaysia. In examining the different regulatory regimes, the Review 

concluded that there would be no net public benefit in relaxing the restriction on direct-to-

consumer advertising (DTCA) of prescription medicines in Australia. In reaching this 

conclusion, the Review was especially concerned at the potential effects of unrestricted 

advertising on consumers, who do not have the training and experience of health 

professionals. For example, the Review considered that permitting advertising to 

consumers would be likely to increase the demand for new and high-priced medicines, 

perhaps at the expense of cheaper but effective alternatives.277 Moreover, the Review 

suggested that permitting direct-to-consumer advertising of medicinal products would 

increase the costs of treatment, as doctors would need to spend time explaining why a 

heavily advertised product may not necessarily be the best treatment. These issues are 

taken up in more detail in Chapter 6 of this thesis. 

 

Pharmacist-only medicines are medicines that do not necessarily require a prescription, 

and are only available from a pharmacy. As explained in Chapter 4, in Australia, some 

limited advertising of pharmacist-only medicines is permitted under a form of co-regulation. 

In applying a cost-benefit approach to the question of whether advertising of pharmacist-

only medicines should be permitted, the Review pointed out that, in this case, the level of 

harm that might result from advertising depends upon the effectiveness of supervision by 

pharmacists.278 Moreover, the Review also noted that the dangers to health, and hence the 

potential costs, are much less for pharmacist-only medicines than for prescription-only 

medicines.279 Even so, however, applying the precautionary principle, the Review 

concluded that there was no case for further relaxing the restrictions on advertising 

pharmacist-only medicines.  
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In reaching this conclusion, the Review stated that: 

 

… relaxation of the advertising controls would lead to an increase in the numberof 

poisoning and medicinal misadventure incidents because of increased 

consumption. There will always be a proportion of poisonings and medicinal 

misadventures which are unpredictable. While the numbers of such adverse 

events could be expected to increase with increased consumption, the level of 

such adverse events when compared with the number of units consumed may not 

change.280       

 

As with the issue of direct-to-consumer advertising of prescription medicines, this issue is 

explored in more detail in Chapter 6 of the thesis. 

 

If we apply the cost-benefit approach adopted by the Galbally Review to the regulation of 

the advertising of medicinal products, we therefore reach the following preliminary 

conclusions. Firstly, in dealing with vital public health issues, cost-benefit analysis must be 

careful to take into account the potential for tragic consequences to health and life. This 

therefore suggests that, in designing a regulatory regime, we should apply the 

precautionary principle, and err on the side of minimising risks to health and life. Secondly, 

however, it is important to recognise that there are some benefits in permitting advertising, 

such as a potential increase in consumer information, and increased competition. Thirdly, 

in examining the precise regulatory controls to apply to advertising, it is important to take 

into account all potential costs and benefits, including the costs of regulation. Fourthly, and 

finally, if we apply the precautionary principle, there is good case for prohibiting advertising 

to consumers of some medicinal products, particularly those that represent a high health 

risk. The question then becomes one of determining the appropriate shape of the 

regulatory regime, such as determining the mode of regulation. The general cost-benefit 

analysis introduced in this chapter is applied in more detail to particular regulatory issues in 

Chapter 6 of the thesis. 
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2.10 CONCLUSION  

Regulating advertising is a complicated and expensive business and may require a 

combination of techniques in addition to regulation; nevertheless, regulation is ordinarily 

viewed to be better suited to manage or prevent market abuses, or protect society from 

harm caused by deceptive advertising.  

 

This chapter examined various issues concerning regulation for the purpose of 

ascertaining the characteristics of a suitable mode of regulation for the advertising of 

medicinal products. It examined the meaning and rationale of regulation, to enable a better 

understanding of the role of regulation and the justification for the restrictions that result 

from regulation. It also explored the best practice of regulation which government ought to 

consider when determining an appropriate mode for regulating the deceptive advertising of 

medicinal products.  

 

The chapter contrasted the government regulation with alternative modes of regulation and 

highlighted the advantages and disadvantages of the different modes of regulation. In 

order to assist decision making regarding the adoption or rejection of a particular mode of 

regulation, the chapter examined the economic analyses which are appropriate for the 

regulation of deceptive adverting of medicinal products. It contrasted two forms of 

economic analyses: (1) the cost-benefit analysis and (2) cost-effectiveness analysis, and 

highlighted the debate surrounding the use of cost-benefit analysis in matters concerning 

healthcare.  

 

The following finding emerges from the examination in this chapter: that the term 

‗regulation‘ is broadly defined and regulation is used as a mode to control behaviour or 

conduct across a broad spectrum of field. The idea of regulation gradually grew to 

encompass both governmental and non-governmental control. Non-governmental 

regulation which is referred to as the alternative mode of regulation in this chapter has 

certain benefits over the ‗command and control‘ model, but its success is dependent upon 

several factors. In between government and purely non-governmental regulation (or self-

regulation), lies co-regulation and enforced self-regulation, which is viewed favourably by 

most Western countries since it possess the flexibility, specialised skills and resources for 

effective regulation, and is backed by legal sanctions. 
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It was noted that the regulation of advertising of medicinal products required a careful 

analysis of the informative value of advertising. Whilst it was necessary to propose a more 

stringent regulation for the advertising of medicinal products than those of most other types 

of products, care had to be paid to the informative value that such advertising provides. It 

was also noted that regulation must balance the advantages of protecting consumers from 

harm caused by deceptive advertising against the cost of regulation. Hence, the 

determination of an appropriate form of regulation necessitated that an economic analysis 

which weighed all costs and benefits of the regulation, be carried out. 

 

This thesis relies heavily on the cost-benefit analysis related to the regulation of medicinal 

products presented in the Galbally Review. The Review, having considered all costs 

associated with the regulation and the benefits which may potentially be achieved from 

such advertising, essentially took the stance that it may be advisable to restrict advertising 

of prescription drugs as such advertising presents a high risk to consumers. However, it 

found no case for further relaxing the restrictions on advertising of pharmacist-only-

medicines as this poses less risk to consumers.  

 

The main arguments put forward in the chapter are intended as an introduction to the 

analysis to be used in Chapter 6 which compares amongst other things, the mode of 

regulation of the advertising of medicinal products in Malaysia (government regulation), 

with the modes utilised in Australia (co-regulation) and the United States (government 

regulation). The next part of this thesis, which consists of Chapters 3, 4 and 5, examines 

the regulation of the advertising of medicinal products in the three jurisdictions mentioned 

above, namely, Malaysia, Australia and the United States, respectively. These chapters 

discuss and analyse how the advertising of medicinal products is regulated in those 

respective jurisdictions. 
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CHAPTER 3 

AN OVERVIEW OF THE REGULATION OF ADVERTISING OF MEDICINAL 

PRODUCTS IN MALAYSIA   

3.1 INTRODUCTION 

This chapter examines the regulation of advertising of medicinal products in 

Malaysia in order to prepare the ground for a comparative analysis in Chapter 6. This 

chapter is divided into five (5) main sections.  

 

Section [3.2] of the chapter examines the types of products which fall within the 

classification of medicinal products. Products sold as medicinal products are commonly 

known as drugs in Malaysia and are regulated by the Drug Control Authority under the 

Control of Drugs and Cosmetics Regulations 1984 Malaysia. These products broadly 

include prescription drugs (PD) and non-prescription drugs (NPD) and products which fall 

in the interfaces between ‗food and drugs‘ or ‗food and cosmetics‘.  

 

Section [3.3] of the chapter investigates the rules which are applied in the regulation of 

advertising of medicinal products. The advertising rules in Malaysia are prescribed in 

various pieces of legislation, depending on the types of goods and services being offered 

to the consumer. In respect of medicinal products, four pharmaceutical laws which include: 

(1) the Medicines (Advertisement and Sale) Act 1956 (Malaysia); (2) the Control of Drugs 

and Cosmetics Regulations 1984 (Malaysia); (3) the Poisons Act 1952 (Malaysia) and (4) 

the Sale of Drugs Act 1952 (Revised 1989) (Malaysia), and the accompanying regulations 

(Malaysia) govern the advertising. In addition, laws which include: (1) the Consumer 

Protection Act 1999 (Malaysia), (2) the Trade Descriptions Act 1972 (Malaysia) and (3) 

Indecent Advertisement Act 1953 (Malaysia) that govern the advertising in general are also 

examined. 
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The pharmaceutical industry is also governed by regulatory codes and guidelines, namely 

(1) PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) Products 

(18th Edition) 2010 (Malaysia); (2) the Guidelines on Medical Products and Appliances 

2009 (Malaysia) and (3) the Guidelines for Controls of Cosmetic Products 2009 (Malaysia). 

These are also explored. 

 

The regulatory control employed in the regulation of the advertising of medicinal products 

is reviewed in section [3.4.] of this chapter. The control is based upon a model of statutory 

regulation. Two federal authorities: (1) the Medicine Advertisement Board (MAB) of the 

Pharmaceutical Services Division of the Malaysian Ministry of Health and (2) the Drug 

Control Authority of the National Pharmaceutical Control Bureau (NPCB) of the Malaysian 

Ministry of Health, share the responsibility of ensuring compliance with the regulation.  

 

Section [3.4] of the chapter also examines whether all advertisements of medicinal 

products are subject to a compulsory pre-market approval by the MAB when the product is 

registered with the Drug Control Authority. It also explores the implication of the failure to 

obtain the necessary pre-market approvals. Further, this section investigates the 

monitoring and the enforcement of violations of law. The extent to which the monitoring 

and the enforcement of violations of law have been successful in preventing future 

deceptive advertising of medicinal products is investigated.  

 

Section [3.5] of the chapter concludes with an analysis of the limitations in the system. It 

makes the observation that the existing system for regulating the advertising of medicinal 

products has flaws at two stages: before and after the dissemination of advertisements, 

and that the system lacks adequate resources to monitor deceptive advertising. In addition, 

the system of judicial enforcement has drawbacks, which deters adequate enforcements.  
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3.2 CLASSIFICATION OF MEDICINAL PRODUCTS IN MALAYSIA 

In Malaysia, drugs are defined broadly so as to include products which are intended for 

medicinal purposes. Under section 2 of the Sale of Drugs Act 1952 (Malaysia), the term 

‗drug‘ is defined as ‗[including] any substance, product or article intended to be used or 

capable, or purported or claimed to be capable, of being used on humans or any animal, 

whether internally or externally, for medicinal purposes‘. The term ‗medicinal purposes‘ is 

further elaborated to mean any of the following purposes: ‗(a) alleviating, treating, curing or 

preventing a disease or a pathological condition or symptoms of a disease; (b) diagnosing 

a disease or ascertaining the existence, degree or extent of a physiological or pathological 

condition; (c) contraception; (d) inducing anaesthesia; (e) maintaining, modifying, 

preventing, restoring, or interfering with, the normal operation of a physiological function; (f) 

controlling body weight; and (g) general maintenance or promotion of health or well-

being‘.1 

 

A range of products that are intended to be used for medicinal purposes may fall within the 

classification of drugs by this definition. Products such as food, dietary supplements and 

cosmetics (hereafter referred to as health-related products (HRPs) may also qualify as 

drugs. Instances when these products fall within the classification of drugs and the 

implications of the classification are explored in this section.  

3.2.1 Range of Products Classified as Medicinal Products 

As noted in [1.5] of Chapter 1, the term ‗medicinal products‘ ordinarily refers to products 

with medicinal value or products that are claimed to be used for medicinal, remedial or 

therapeutic purposes, such as diagnosing, curing, mitigating, treating or preventing 

diseases. However, under the Malaysian regulatory regime, products may be categorized 

as medicinal products if they fall within the scope of definition of the term ‗drug‘. Under th is 

definition, both prescription drugs and non-prescription drugs are medicinal products. 

HRPs however, may be categorized as medicinal products, if found used or intended to be 

used for medicinal purposes. Section [3.2.1.1] discusses the manner in which prescription 

                                                        
1 See Sale of Drugs Act 1952 (Malaysia) s 2. 
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drugs and non-prescription drugs are described, and [3.2.1.2] – [3.2.1.4] set out instances 

when HRPs are classified as medicinal products. 

3.2.1.1 Prescription Drugs and Non-Prescription Drugs  

Two classes of drugs are distributed in Malaysia: (1) prescription drugs and (2) non-

prescription drugs.2 The terms, prescription drugs and non-prescription drugs, are not 

defined in the legislation. A prescription drug is, however, known as a pharmaceutical 

product in Malaysia. It is defined as ‗…any pharmaceutical or biological product 

(irrespective of patent status and/or whether it is branded or not) which is intended to be 

used on the prescription of, or under the supervision of, a healthcare professional, and 

which is intended for use in the diagnosis, treatment or prevention of disease in humans, or 

to affect the structure or any function of the human body.‘3 

 

The difference between prescription drugs and non-prescription drugs lies in the fact that 

prescription drugs can only be obtained through a physicians‘ prescription, whereas non-

prescription drugs do not require a prescription.4 The composition and ingredients of 

prescription drugs are considered to be potentially harmful to patients and consequently a 

prescription by physician is a prerequisite. Non-prescription drugs, on the other hand, are 

drugs which are considered to be relatively safe because of their low potential for side 

effects and contraindications.5 They are drugs used by consumers to treat symptoms by 

self-medication.6 In addition, there is also a category of non-prescription drug, known as 

pharmacy-only-medicines (POM), which do not require a physician‘s prescription, and can 

only be sold in a pharmacy under the supervision of a pharmacist.  

                                                        
2 See Drug Control Authority, National Pharmaceutical Control Bureau, Ministry of Health, Malaysia, The List 
of Registered or Notified Products <http://www.bpfk.gov.my/search/search_product.asp>. (‗The List of 
Registered or Notified Products’). 
 
3 See the PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) Products (18th 
Edition) 2010 (Malaysia) s 1.2. 
 
4 It may be noted that the term ‗prescription‘ is defined as ‗any written or oral instructions to the seller or 
supplier to supply any poison or medicine containing any poison, for the purposes of the medical, dental or 
animal treatment of any person or animal, given by any person‘, under section 24(2) of Poisons Act 1952 
(Malaysia). 
 
5 The List of Registered or Notified Products, above n 2. 
 
6 Ibid. 
 



Chapter 3 – The Regulation of Advertising of Medicinal Products in Malaysia 

 89 

 

If prescription and non-prescription drugs are marketed in a pharmaceutical dosage and 

intended to be used or used for medical purposes, irrespective of whether they are 

manufactured in Malaysia or imported, they are required to be registered with the Drug 

Control Authority of the Ministry of Health. The Drug Control Authority is the executive body 

established under the Control of Drugs and Cosmetics Regulations 1984 (Malaysia).7 It is 

charged with ensuring that safe, quality and effective pharmaceutical products are 

distributed in Malaysia.8 It is responsible for implementing the registration scheme for: (1) 

pharmaceutical products which contain scheduled poisons; (2) pharmaceutical products 

which do not contain scheduled poisons and are other than traditional medicines; (3) 

traditional medicines (as from 1 January 1992) and (4) cosmetics.9 

 

 Drugs are listed in the National Essential Drugs List (NEDL), which provides a catalogue 

of registered (or notified products) based on active ingredients.10 The list consists of two 

parts, namely (1) the essential drugs list and (2) the supplementary list. The essential drugs 

list includes ‗preparations needed for primary and secondary healthcare treatments 

commonly used by medical officers and paramedics in primary healthcare facilities ‘. 11 The 

category contains 358 chemical entities and 605 preparations.12 The supplementary list 

consists of drugs used by specialist for tertiary level treatment, and contains 257 chemical 

                                                        
7 Control of Drugs and Cosmetics Regulations 1984 (Malaysia) s 3. 

8 See the Drug Control Authority, National Pharmaceutical Control Bureau, Ministry of Health, Malaysia, 
Introduction to DCA <http://www.bpfk.gov.my/ >. 

9 Ibid. 

10 See The List of Registered or Notified Products, above n 2. The online database is a cumulative list 
comprised of drugs registered with the Drug Control Authority. Items listed includes: (1) the products; (2) the 
registration numbers in the form of (MALxxxx); (3) the notification numbers (NOTXXXXK), which is applicable 
only for cosmetics; and (4) the name of product registration holders or manufacturers. The registration for 
product takes the following format, MAL200824420T or MAL200825567X. The alphabetical code at the end 
of the numeric code indicates the classification under which the products are registered. For example, the 
alphabetical code A is used for products classified as scheduled medicines, X for those classified as non-
scheduled medicines, T for traditional medicines, K for cosmetics, C for contract manufactured, E for export 
only, R for repacked and S for second source. See The List of Registered or Notified Products, above n 2. 
 
11 See National Pharmaceutical Control Bureau, Ministry of Health Malaysia, National Essential List of 
Registered or Notified Products <http://www.pharmacy.gov.my/html/nedl.htm >. (‗National Essential List of 
Registered or Notified Products’). 

12 Ibid. 
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entities and 391 preparations.13 Both these lists enable those who prescribe, manufacture 

or use drugs to identify the category of drugs.14 The categorisation of drugs is reviewed 

and updated regularly.15  

3.2.1.2 Food 

Food products are regulated under the Food Act 1983 (Malaysia) and Food Regulations 

1985 (Malaysia). Food is defined as ‗include[ing] every article manufactured, sold or 

represented for use as food or drink for human consumption or which enters into or is used 

in the composition, preparation, preservation, of any food or drink and includes 

confectionery, chewing substances and any ingredient of such food, drink, confectionery or 

chewing substance‘, under section 2 of the Food Act 1983 (Malaysia). 

 

The Food Act 1983 (Malaysia) aims to ‗protect the public against health hazards and fraud 

in the preparation, sale and use of food, and for matters incidental thereto or connected 

therewith‘.16 Food Regulations 1985 (Malaysia) was established by the Minister under the 

powers conferred in section 34 of the Food Act 1983 (Malaysia).17 The regulations prohibit 

certain claims in the labels and advertisements; medicinal or therapeutic claims are 

included.18 

 

                                                        
13 Ibid. 

14 Ibid  

15 See List of Registered or Notified Products, above n 2.  
 
16 See Preamble of the Food Act 1983 (Malaysia).  

 
17 The regulation of nutrient labeling and claims was gazetted in 2003. See P.U. (A) 88/2003 of the Food Act 
1983 (Malaysia). 
 
18 Food Regulations 1985 (Malaysia). The point is that the rules which are applicable to label is also 
applicable to advertisements. The term ‗label‘ is defined as ‗[including] any tag, brand, mark, pictorial or other 
descriptive matter written, printed, stencilled, marked, painted, embossed, or impressed on, or attached to or 
included in, belonging to, or accompanying any food‘ under section 2 of the Food Act 1983 (Malaysia). The 
definition of the term ‗label‘ is broad and could be argued as inclusive of advertising, in the absence of any 
express exclusion. Further, the term ‗accompanying‘ in the definition of label could be widely construed as 
including advertising. The term ‗advertisement‘ is defined as ‗[including] any representation by any means 
whatsoever for the purpose of promoting directly or indirectly the sale or other disposal of any food‘  under 
section 2 of the of the Food Act 1983 (Malaysia.  
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Claims which are prohibited under the regulation include words reflecting the following: (1) 

an indication that ‗…food will provide adequate source of all essential nutrients except as 

otherwise permitted…‘ under the regulations19 or (2) an implication that consuming a 

‗…balanced diet or combination of variety diet cannot supply adequate amount of all 

nutrients‘.20 Further, the use of the word ‗pure‘ is prohibited unless the food is of the 

‗strength, purity or quality prescribed by the regulation and is free from any other added 

substance apart from those essential in the processing of such food…‘.21 In addition, words 

such as ‗compounded‘, ‗medicated‘, ‗tonic‘ or ‗health‘, or any other words of the same 

significance are also not permitted, unless it is in accordance with the regulations.22 

Despite claims of an ‗absence of beef or pork or its derivatives, lard or added alcohol, if 

foods ...or [their] additives contain them‘ they are similarly prohibited,23 unless they are a 

substance to which the regulations do not apply or one that consumers expect to find in 

food.24 Consequently, the making of these claims would result in the commission of an 

offence which is punishable with imprisonment for a term not exceeding three years or a 

fine or both.25  

 

There are, however, four types of nutrient claims about food that are allowed.26  These are: 

(1) nutrient content claims about the level of a nutrient contained in a food such as ‗low‘ or 

‗free‘;27 (2) nutrient comparative claims that compare the nutrient levels or energy of two or 

more foods such as ‗less than‘, ‗fewer‘, ‗increase‘, ‗more than‘, ‗light‘ or ‗extra‘;28 (3 ) claims 

                                                        
19 Food Regulations 1985 (Malaysia) reg 18 (6) (a).  
 
20 Ibid reg 18 (6) (b).  
 
21 Ibid reg 18 (2) (a) and (b). 
 
22 Ibid reg 18 (3). 
 
23 Ibid reg 18 (4). 
 
24 Ibid reg18A (1) (a) and (b). 
 
25 Food Act 1983 (Malaysia) 17 (1).  
 
26 Food Regulations 1985 (Malaysia) reg 18A (3). 
 
27 Ibid reg 18C (1). 
 
28 Ibid regs 18D (1) and (2).  
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for enrichment, fortification or other words of similar meaning29 and (4) nutrient function 

claims that describe ‗the physiological role of the nutrient in the growth, development and 

normal functions of the body‘.30  

The nutrient function claims are not to imply or state that the nutrient could cure, treat or 

prevent a disease,31 but they are allowed to state that; (a) calcium aids in the development 

of strong bones and teeth; (b) protein helps build and repair body tissues; (c) Iron is a 

factor in red blood cell formation; (d) Vitamin D helps the body utilize calcium and 

phosphorus; (e) Vitamin B1/Thiamine is needed for the release of energy from proteins, 

fats and carbohydrates; (f) Vitamin B2/Riboflavin is needed for the release of energy from 

protein, fats and carbohydrates; (g) Niacin is needed for the release of energy from 

proteins, fats and carbohydrates; (h) folic acid is essential for growth and division of cells; 

(i) Vitamin B12/Cyanocobalamin is needed for red blood cell production; (j) Vitamin C 

enhances absorption of iron from non-meat sources; or (k) Magnesium promotes calcium 

absorption and retention.32 

 

Ordinarily, health claims regarding food products will be published in a pyramid structure, 

which comprises a variety of food that provide all nutrients required for good health. 

Cereals and grains are at the base of the pyramid where the largest portion that must be 

consumed for maintenance of good health is stipulated. This is followed by fruits and 

vegetables, fish, chicken, lean meat, beans, tofu and a glass of milk.33 The top level of the 

pyramid indicates those foods to be least consumed because of their negative impact on 

health. Those foods include salt, oils and sugar.34 

 

Diagram 3.1 shows the pyramid structure for healthy consumption. 

 

                                                        
29 Ibid reg 26 (7). Claims are permissible if the reference quality as specified Table 11 of the Twelfth 
Schedule is complied with. 
 
30 Food Regulations 1985 (Malaysia) reg 18E (1). 
 
31 Ibid regs 18E (2).  
 
32 Food Regulations 1985 (Malaysia) reg 18E (4). There are not permissible unless the written approval of the 
director is obtained. 
 
33 See generally Fatimah Arshad, 'Functional Foods from the Dietetic Perspective in Malaysia' (2003) The 
Journal of the Dietitians Association of Australia.  
 
34 Ibid. 
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Diagram 3.1 Pyramid Structure for Healthy Consumption  

 

 

 

There is a category of food, namely ‗special purpose food‘ that carries health-related 

claims in its advertisements and yet is not classified as a medicinal product. ‗Special 

purpose food‘ is ‗food …described as particularly suitable for consumption by persons 

requiring special nutritional needs‘.35 This includes: (1) infant formula;36 (2) follow-up 

formula;37 (3) canned food for infants and children;38 (4) cereal-based food for infants and 

children;39 (5) low energy food;40 (6) formula dietary food41 and (7) special dietary food with 

                                                        
35 Food Regulations 1985 (Malaysia) reg 388 (1). 
 
36 Infant formulas are food sold as ‗an alternative for human milk for the feeding of infants‘ under this 
regulation. Ibid reg 388 (1). 
 
37 Follow-up formulas are described as food ‗intended for use as a liquid part of the weaning diet for an infant 
from sixth months on and for children‘. See Ibid reg 389A (1). 
 
38 Canned food for infants and children are explained as ‗any wholesome food or mixtures of wholesome food 
that is sold as suitable for feeding to infants or specifically suitable for feeding to children‘ , under this 
regulation. Ibid reg 390 (1). 
 
39 Cereal-based food for infants and children is comprised of ‗cereals, nuts or legume or a combination of 
these and flour derived from them, cooked or uncooked, which may be enzyme treated and so fragmented as 
to permit dilution with water, milk or other suitable liquid‘. Ibid reg 391 (1). 
 
40 Low energy food is ‗special purpose food that is particularly suitable for a person adopting a restricted 
energy diet‘. Ibid reg 392 (2). 
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Fruits, Vegetables, Fish, Chicken, 
Lean Meat, Beans, Tofu and A 

Glass of Milk 

Cereal and Grains  



Chapter 3 – The Regulation of Advertising of Medicinal Products in Malaysia 

 94 

low sodium content including salt substitutes.42 This category of food is designed to satisfy 

particular dietary requirements which exist because of a ‗physical or physiological 

conditions or specific disease or disorder‘. Foods within this category may pledge claims 

reflecting their specific purposes, general medicinal or therapeutic claims are, however, not 

permitted.43 

 

There is also a category of products sold in the Malaysian market which is not described as 

either a food or a drug. These are generally termed as the product in food and drug 

interface.44 Food may fall under the category of ‗food and drug interface‘, by virtue of its 

intended use, compositions or ingredients.45 When it does, the need is to decide on 

whether such a product is essentially food or drug, and which authority regulates it. If it is 

food, it would be regulated by the Food Safety and Quality Division (FSQD), and if it is a 

drug, it would be supervised by the National Pharmaceutical Control Bureau (NPCB).46 

However, if there is uncertainty, the product is referred to the Committee for Classification 

of Food and Drug Interface Product. This Committee resolves the issue by using a method 

of ‗percentage calculation‘ of food ingredients and its therapeutic properties, or by the 

claims and indication in advertisements or labelling.47 For example, food which contains 

‗80% or more of food ingredients than pharmacological and/or therapeutic properties‘ is 

considered food.48 Alternatively, food which contains more than ‗80% of pharmacological 

                                                                                                                                                        
41 Formula dietary food is food described on label as ‗being suitable for a complete diet when consumed in 
accordance with direction contained in the label‘. See Ibid reg 393(1). 
 
42 Special dietary food with low sodium content including salt substitutes is food with ‗special dietary value as 
the result of the reduction, restriction or removal of sodium and includes salt substitutes with low sodium 
content‘. See Ibid reg 393A (1).  
 
43 See Food Regulations 1985 (Malaysia) reg 18 (6)(d).  
 
44 Food Safety and Quality Division, Ministry of Health, Malaysia, Guide to Classification of Food-Drug 
Interface Products Appendix 1 <http://fsq.moh.gov.my/modules/xt_conteudo/index.php?id=220> (‗See Guide 
to Classification of Food-Drug Interface’). 
 
45 See Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of Health, Malaysia, 
Food and Drug Inter-face Advertisements 
 <http://www.pharmacy.gov.my/html/MAB/advertisement_board_f.htm>.  
 
46 Guide to Classification of Food-Drug Interface Products, above n 44. 
 
47 Ibid. The ‗intended use‘ of the product is also a basis for deciding whether it should be classified as food or 
a drug. 
 
48 Guide to Classification of Food-Drug Interface, above n 44.  
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and/or therapeutic properties‘ is treated as drugs.49 Products, which are considered ‗pure 

form‘, that is close to 100% of food ingredients comprise vitamins, minerals, amino acids, 

fatty acids, fibre, enzymes‘, are classified as food.50 Also, products containing ‗solely 

natural ingredients that are not traditionally used as food and possess medicinal value, 

such as alfalfa, spirulina, royal jelly, noni juice, rooibose tea and other herbal products‘ are 

considered as drugs.51 These are, in essence, functional food. When is unclear whether a 

product is a drug or food, it is usually treated as a drug and regulated by the NPCB.52  

3.2.1.3 Nutrient Supplements  

Products that enrich or complement a person's diet are referred to as ‗nutrient 

supplements‘ in the Food Act 1983 (Malaysia) and Food Regulations 1985 (Malaysia). 

Nutrient supplements are articles or substances that ‗include any mineral, vitamin, amino 

acid, or nucleotide which, and when added, either singly or in combination to food, 

improves or enriches the nutrient content of food‘.53 For these supplements, nutrients 

claims as prescribed in Table 1 of the Twelfth Schedule of the Food Regulations 1985 

(Malaysia) are permitted,54 however, therapeutic claims are not permitted.55 

3.2.1.4 Cosmetics  

Cosmetics are governed by the Control of Drugs and Cosmetics Regulations 1984 

(Malaysia), which was promulgated under section 26 (1) of Sale of Drugs Act (1952) 

(Malaysia).56 Cosmetics are also subject to the requirements under the ASEAN Cosmetics 

                                                        
49 Ibid.  
 
50 Ibid.  
 
51 Ibid.  
 
52 Ibid. 
 
53 See the Food Regulations 1985 (Malaysia) reg 26(1).  
 
54 Ibid reg 26 (1). 
 
55 Ibid reg 18(6)(d).  
 
56. Section 27 of Sale of Drugs Act (1952) (Malaysia) provides that ‗the provisions of this Act so far as they 
are applicable may be extended by regulations made under this Act to apply to tobbaco, cigars, cigarettes, 
snuff, soap, cosmetics and toilet preparations in like manner as the said provisions apply to drugs‘.  
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Directives, which, in Malaysia, are mirrored in the Guidelines for Control of Cosmetic 

Products 2009 (Malaysia).  

 

Cosmetics were initially subject to registration with the Drug Control Authority prior to being 

manufactured, sold, supplied, imported or possessed for sale under section 7 (1) (a) of the 

Control of Drugs and Cosmetics Regulations 1984 (Malaysia); However, they are currently 

subject to notification. Commencing from 1 January 2008, the system of registration of 

cosmetics has been replaced by a system of notification.57 This system requires 

manufacturers and advertisers to declare their compliance with the ASEAN Cosmetic 

Directive to the NPCB.58  

 

Cosmetics are broadly defined as ‗any substance or preparation intended to be used, or 

capable or purported or claimed to be capable of being used, on the various external parts 

of the human body (including epidermis, hair system, nails, lips and external genital 

organs) or teeth and the mucous membranes of the oral cavity for the exclusive or main 

purpose of cleaning, perfuming or protecting them, or keeping them in good condition, or 

changing or modifying their appearance, or correcting body odours‘, under section 2 of the 

Control of Drugs and Cosmetics Regulations 1984 (Malaysia). Three basic criteria are 

used to decide whether a product is a cosmetic. There are: (1) the site of application; (2) 

the intended purpose and (3) the composition and ingredients. First, cosmetic products 

include products that are applied or placed on the external parts of the human body.59 They 

do not appear to include those products which are internally consumed or injected. 

Second, if the purpose of these products is to clean, perfume, change appearance and/or 

correct body odours and/or protect various parts of the human body and keep them in good 

condition, as opposed to therapeutic purposes, then they are considered as cosmetic.60 

The third criterion is derived from their composition or ingredients. For classification 

purposes, an analysis will be made based on the component of the product.61 The focus of 

                                                        
57 See Guidelines for Control of Cosmetic Products 2009 (Malaysia) s 5.  
 
58 National Pharmaceutical Control Bureau, Ministry of Health, Malaysia, New Procedure for Control of 
Cosmetics Products in Malaysia < http://202.144.202.76 /bpfk/index/cfm?menuid=34>  
 
59 See the ASEAN Cosmetic Claims Guidelines (2007) Appendix III s 2. 
 
60 Ibid. 
 
61 Ibid. 
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this thesis is on the classification by way of ‗intended use‘ and therefore this second 

criterion is discussed further.  

 

A list of the claims which are unacceptable in advertisements for cosmetics is provided in 

Annex 1 Part 9 of Guidelines for Control of Cosmetic Products 2009 (Malaysia). Claims 

regarding dandruff, cellulite, bust contouring, anti-bacteria, caries, hair-loss, acne and 

mouth wash, are permissible provided no ‗functional claims‘ are made.62 For example, 

advertisements for cosmetics are not permitted to declare that: (1) a hair product could 

‗eliminate dandruff permanently or restore hair cells, or [that] hair loss can be arrested or 

reversed‘; (2) that ‗skin products could prevent, reduce or reverse the physiological 

changes and degeneration conditions brought about by ageing, or remove scars or [enable 

a consumer to] lose centimetres…‘;63 (3) a nail product can enhance growth as a result of 

its application; (4) that depilatories could stop or retard or prevent hair growth or (5) that 

deodorants and anti-perspirants could completely prevent sweating or perspiration.64 The 

making of such claims will result in the commission of an offence under section 30(1) and 

(2) of the Control of Drugs and Cosmetics (Amendment) Regulation 2007 (Malaysia).65  

3.2.1.5 Traditional Medicines  

Traditional medicine is defined as ‗any product used in the practice of indigenous medicine, 

in which the drug consists solely of one or more naturally occurring substances of a plant, 

animal or mineral, or parts thereof, in the un-extracted or crude extract form, and a 

homeopathic medicine‘.66 ‗Homeopathic medicine‘ is ‗any pharmaceutical dosage form 

used in the homeopathic therapeutics system in which diseases are treated by the use of 

minute amounts of such substances which are capable of producing in healthy persons 

symptoms similar to those of the disease being treated‘. 67  

                                                                                                                                                        
 
62 Ibid s 3. 
 
63 Ibid. 
 
64 Ibid. 
 
65 Guidelines for Control of Cosmetic Products 2009 (Malaysia) s 18.  
 
66 See the Control of Drugs and Cosmetics Regulations 1984 (Malaysia) s 2.  
 
67 Ibid. 
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The use of traditional medicine is widespread in Malaysia and is considered to be an 

important element of the healthcare system. Traditional medicines are regulated as a 

separate category of products. From 1992, they have been subjected to registration, and 

from 1997 to Good Manufacturing Practice (GMP).68 Further, a National Policy on 

Traditional and Complementary Medicine (T/CM) was launched in 200169 and then, in 

2004, the Traditional and Complementary Medicine Division in the Ministry of Health was 

established.70 A Traditional Medicine Act is also being prepared.71 Although regulated as a 

separate category, the advertisements for traditional medicines are not permitted to make 

medicinal or therapeutic claims, unless they are classified and regulated as drugs.72  

3.2.2 Implication of Classification of Products as Medicinal Products.  

Advertisements for HRPs such as food, nutrient supplements, and cosmetics are not 

permitted to carry medicinal or therapeutic claims. If they do, they will be classified and 

regulated as medicinal products. The implication of classification as medicinal products is 

that these products are subject to drug safety controls before they are sold to the public. 

This section examines the drug safety controls which are employed before the products 

are made available in the market. 

 

Drug safety controls require that products are proven safe and effective through scientific 

testings before they may be marketed. It also imposes, amongst other things, that (1) drug 

registrations; (2) quality controls; (3) post-marketing surveillance including adverse 

reaction;73 (4) drug inspection74 or (5) issuance of directives or guidelines to manufacturers 

                                                                                                                                                        
 
68 See Traditional Complementary Medicine, Chronology of Medical System Development in Malaysia 
<http://210.19.208/NHICContent/tcm.aspx?contentid=CTN00809>; Also see generally 'Traditional and 
Complementary Medicine' (2006) 1(1) Bulletin BPTK Malaysia 1. 
 
69 Ibid.  
 
70 Ibid. 
 
71 Ibid. 
 
72 See the Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 3 (1) (a); Guidelines on Medical 
Products and Appliances 2009 (Malaysia) s 4.1 (a). 
 
73 Malaysian National Medicine Policy 2007 s 1.2.2. 
 

http://210.19.0.208/NHICContent/tcm.aspx?contentid=CTN00809
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regarding quality, safety and efficacy75 are carried out so as to monitor their safety during 

their clinical use. 

 

In Malaysia, continuous availability of safe and effective medicinal products is achieved 

through a process called ‗selection of medicines‘.76 The selection is made based on an 

analysis of the ‗disease pattern, [a drug‘s] cost-effectiveness and therapeutic advantage‘.77 

Essentially, this means that medicinal products which are clinically relevant, cost-effective 

and vital for the management of common diseases affecting the majority of the patients are 

selected.78 The selection is made by a panel called the Ministry of Health Drug List Review 

Panel, and upon selection, these products are listed in the Ministry of Health Drug 

Formulary.79 

 

It might be useful to note that there is no specific provision in the Control of Drugs and 

Cosmetics Regulations 1984 (Malaysia) that specifies the standard for the assessment of 

drug safety and efficacy controls. The requirements to be complied with, however, are 

stipulated in Guidelines - the Malaysian Guidelines for Good Clinical Practice 2004 and 

Guidelines for Application of (CTIL) and Clinical Trial Import License Clinical Trial 

Exemption (CTX) 2009 (Malaysia). These guidelines are drawn in accordance to the legal 

requirement of the Control of Drugs and Cosmetics Regulations 1984 (Malaysia), Sale of 

Drugs Act 1952 (Malaysia) and Poisons Regulation (Psychotropic Substances) 1989 

(Malaysia) where control over substances are stipulated.  

 

The Malaysian Guidelines for Good Clinical Practice 2004 adopts the basic principle 

outlined by the International Committee on Harmonization of Good Clinical Practice (ICH-

GCP) with some modification to suit local condition. The Guideline provides the 

requirement to be met with regard to the ‗design, conduct, performance, monitoring, 

                                                                                                                                                        
74 Ibid. 
 
75 See the Control of Drugs and Cosmetics Regulations 1984 (Malaysia) s 29 (1). 
 
76 Malaysian National Medicine Policy 2007 s.2.2.1. 
 
77 Ibid. 
 
78 National Pharmaceutical Control Bureau (NPCB), Ministry of Health Malaysia, ‗Drug Formulary‘ at 
<http://www.pharmacy.gov.my/index.cfm?menuid=7#MOH_Drug_Formulary> 
 
79 Ibid. 
 

http://www.pharmacy.gov.my/index.cfm?menuid=7#MOH_Drug_Formulary
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auditing, recording, analyses, and reporting of clinical trials[80] that provides assurance that 

the data and reported results are credible and accurate and that the rights and integrity and 

confidentiality of trial subjects are protected‘.81  

 

The Guidelines for Application of (CTIL) and Clinical Trial Import License Clinical Trial 

Exemption (CTX) 2009 (Malaysia) must be complied with if the products are essentially: (1) 

products including placebos which are not registered with the Drug Control Authority and 

are intended to be imported for clinical trial purpose; (2) a ‗product with a marketing 

authorisation when used or assembled (formulated or packaged) in a way different from 

the approved form, or when used for unapproved indication or when used to gain further 

information about an approved use and (3)  ‗an unregistered product manufactured locally 

for the purpose of the clinical trial‘.82  

 

In summary, products which are classified as medicinal products are ordinarily perceived to 

be safer and effective than otherwise, because they are subject to drug safety controls. 

Drug safety controls include scientific testings to ensure that a product is safe and effective 

before it is marketed. This control is intended to complement the advertising controls which 

are carried out after the product is approved for marketing. The advertising controls are 

discussed in the following section. 

 

 

 

                                                        
80 A ‗clinical trial‘ means ‗an investigation or series of investigations on persons conducted by or under the 
direction and supervision of persons with scientific training or experience for the purpose of finding out about, 
or determining the safety, effectiveness and other aspects of any products‘. See the Control of Drugs and 
Cosmetics Regulations 1984 (Malaysia) s 2. 
 
81 Malaysian Guidelines for Good Clinical Practice 2004 s 1.28. 
 
82 Guidelines for Application of (CTIL) and Clinical Trial Import License Clinical Trial Exemption (CTX) 2009 
(Malaysia) s 2.  
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3.3 THE REGULATION OF ADVERTISING OF MEDICINAL PRODUCTS  

The pharmaceutical industry in Malaysia is governed by a combination of legislation, 

accompanying regulations, Codes of Conduct and industry guidelines. The legislation 

broadly includes: (1) the Poisons Act 1952 (Revised 1989) (Malaysia); (2) the Sale of 

Drugs Act 1952 (Revised 1989) (Malaysia); (3) the Medicines (Advertisement & Sales) Act 

1956 (Revised 1983) (Malaysia); (4) the Registration of Pharmacists Act 1951 (Revised 

1989) (Malaysia) and (5) the Dangerous Drugs Act 1952 (Revised 1980) (Malaysia). The 

regulations that accompany each of these Acts also apply. In addition, Cosmetics is 

governed by the Control of Drugs and Cosmetics Regulations 1984 (Malaysia).  

 

The Codes of Conduct include: (1) the PhAMA Code of Pharmaceutical Marketing 

Practices for Prescription (Ethical) Products (18th Edition) 2010 (Malaysia); (2) the 

Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia) and (3) the 

Communications and Multimedia Content Code 2004 (Malaysia). The main guidelines are: 

(1) the Guidelines on Medical Products and Appliances 2009 (Malaysia) and (2) the 

Guidelines for Control of Cosmetic Products 2009 (Malaysia). 

 

The government regulatory bodies that are responsible for the regulation of medicinal 

products include: (1) the Pharmaceutical Services Division (PSD) of the Ministry of Health, 

Malaysia; (2) the National Pharmaceutical Control Bureau (NPCB) of the Ministry of Health, 

Malaysia; (3) the Drug Control Authority of the Ministry of Health and (4) the Medicine 

Advertisement Board (MAB) of the Ministry of Health. The main self-regulatory bodies that 

are responsible for the regulation of medicinal products include: (1) the Pharmaceutical 

Association of Malaysia (the PhAMA); and (2) the Advertising Standard Authority Malaysia 

(the ASAM). There is also the Communications and Multimedia Content Forum which 

regulates internet contents. 

 

The advertising of medicinal products is governed by (1) the Medicines (Advertisement and 

Sale) Act 1956 (Malaysia); (2) the Sale of Drugs Act 1952 (Revised 1989) (Malaysia) and 

(3) the Control of Drugs and Cosmetics Regulations 1984 (Malaysia). The Medicines 

(Advertisement and Sale) Act 1956 (Malaysia) is administered by the MAB, whereas the 

Sale of Drugs Act 1952 (Revised 1989) (Malaysia) and the Control of Drugs and Cosmetics 

Regulations 1984 (Malaysia) are administered by the Drug Control Authority. The 
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advertising of prescription drugs, which is permitted only to members of the medical 

profession, is governed by the PhAMA Code of Pharmaceutical Marketing Practices for 

Prescription (Ethical) Products (18th Edition) 2010 (Malaysia), under the aegis of the 

PhAMA. The self regulatory code, Malaysian Code of Advertising Practice (Third Edition) 

2008 (Malaysia), which governs advertising in general including the advertising of 

medicinal products, is administered by the ASAM.  

 

This section of the chapter examines the rules governing the advertising of medicinal 

products, as stipulated in the Medicines (Advertisement and Sale) Act 1956 (Malaysia). 

The general laws, namely the Consumer Protection Act 1999 (Malaysia), the Trade 

Descriptions Act 1972 (Malaysia) and the Indecent Advertisement Act 1953 (Malaysia) are 

also examined. Whilst the Medicines (Advertisement and Sale) Act 1956 (Malaysia) has 

drawbacks that impede the regulation of advertising of medicinal products, the general 

which aim to protect consumers from misleading advertisements are inapplicable to the 

advertising of medicinal products. These laws are nevertheless discussed because they 

have the potential to regulate the advertising of medicinal products if certain restrictions are 

removed, as will be seen in [3.3.1] of this chapter. The self-regulatory codes of practice 

and industry guidelines are also examined although they are not regarded as definitive 

statements of law. They are explored because of their potential to play an important role in 

the regulation of advertising of medicinal products. How comprehensive these laws are in 

governing the advertising of medicinal products is examined so as to enable an 

assessment of their effectiveness in regulating the advertising of medicinal products at 

[6.3.2] of Chapter 6.  

3.3.1 Laws that Govern the Advertising of Medicinal Products in Malaysia 

3.3.1.1 The Medicines (Advertisement and Sale) Act 1956 (Malaysia)  

The Medicines (Advertisement and Sale) Act 1956 (Malaysia) is the primary legislation that 

governs the advertising and sale of medicinal products in Malaysia. It prescribes 

regulations for the advertising of medicines, appliances, remedies, skills and services 

related to medical and health claims. It prohibits advertising regarding the prevention or 

treatment of diseases and conditions of human beings as specified in its Schedule. The 
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types of illnesses or conditions listed in the Schedule to the Medicines (Advertisement and 

Sale) Act 1956 (Malaysia) are: (1) diseases or defects of the kidney; (2) diseases or 

defects of the heart; (3) diabetes; (4) epilepsy or fits; (5) paralysis; (6) tuberculosis; (7) 

asthma; (8) leprosy; (9) cancer; (10) deafness; (11) drug addiction; (12) hernia or rupture; 

(13) disease of the eye; (14) hypertension; (15) mental; (16) infertility; (17) frigidity; (18) 

impairment of the sexual function or impotency; (19) venereal disease; (20) nervous 

debility, or other complaint or infirmity, arising from or relating to sexual intercourse.83 The 

Medicines (Advertisement and Sale) Act 1956 (Malaysia) also prohibits the advertising of 

(1) the ‗practice of contraceptive among human beings‘;84 and (2) the ‗improve[ment] [of] 

the conditions or functioning of the human kidney or heart‘, or the ‗improve[ment] [of] 

sexual functions or sexual performance of human beings‘.85 Advertising relating to a 

diagnosis of a disease as specified in the Schedule,86 abortions,87 and skills and services 

relating to the ‗treatment or prevention or diagnosis of any ailment, d isease, injury, infirmity 

or conditions…‘88 are also disallowed.  

 

Furthermore, the Medicines (Advertisement and Sale) Act 1956 (Malaysia) prescribes the 

requirements for pre-approval of advertisements by the MAB before advertisements are 

disseminated to the public.89 The MAB is the statutory regulatory body or board 

responsible for the regulation of the advertising of medicinal products. The MAB, 

established under section 7(a) of the Medicines (Advertisement and Sale) Act 1956 

(Malaysia) sets policies, directives and guidelines for advertisements for medicines, 

appliances, remedies, skills and services that relate to medicinal and health claims. The 

MAB also deals with matters related to the issue, or the refusal to issue approvals of 

                                                        
83 See the Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 3 (1)(a). 
 
84 Ibid s 3 (1) (b). 
 
85 Ibid s 3 (1) (c). 
 
86 Ibid s 3 (1) (d). 
 
87 Ibid s 4. 
 
88 Ibid s 4A. 
 
89 Ibid s 4B. 
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advertisements and cancellations of approvals of advertisements.90 Its powers also include 

investigations of commission of offences,91 examination of witnesses92 and entering of 

premises for seizure of prohibited items.93 These are also specified in the Medicines 

(Advertisement and Sale) Act 1956 (Malaysia). Punishments for non-compliance with the 

advertising regulations,94 and the defences that are available to persons charged with 

breaches of the regulations are also stipulated in the Medicines (Advertisement and Sale) 

Act 1956 (Malaysia).95 

  

The Medicines (Advertisement and Sale) Act 1956 (Malaysia) is further supplemented by a 

guideline, namely, the Guidelines on Medical Products and Appliances 2009 (Malaysia). 

This guideline was approved by the MAB through its Meeting Bill 8/2009 dated 18th August 

2009, and it took effect on 1st September 2009.96 It contains extensive rules governing 

dissemination of advertisements of medicinal products. For example, it requires 

advertisements to carry information that is reliable, accurate, truthful, informative, 

balanced, up to date, and capable of substantiation and in good taste.97 It prohibits (1) the 

making of medicinal claims or therapeutic claims;98 (2) the dissemination of ‗misleading or 

unverifiable [claims] or omissions likely to induce medically unjustifiable use or …undue 

risks‘99 and (3) the dissemination of ‗any statement or visual presentations which directly or 

by implication, omission, ambiguity or claim, mislead consumers about any product‘.100 It 

forbids advertisements which: (1) contain advice, recommendations and endorsements by 

                                                        
90 See Medicine Advertisements Board Regulations 1976 (Malaysia) s 5. The MAB‘s establishment, 
constitution and authorities are also stipulated under regulation 2 of the Medicine Advertisements Board 
Regulations (1976).  
 
91 Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 6 B. 
 
92 Ibid s 6C. 
 
93 Ibid s 6D. 
 
94 Ibid s 5.  
 
95 Ibid s 5 (3). 
 
96 Guidelines on Medical Products and Appliances 2009 (Malaysia).  
 
97 Ibid s 5.  
 
98 Ibid s 4 (1) (a). 
 
99 Ibid s 5.  
 
100 Ibid s 5.2.  
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any category of persons belonging to the medical profession, which include doctors, 

dentist, pharmacists, scientist, nurses and other paramedics;101 or by association or 

persons who appear as the qualified person;102 (2) contain testimonials of certain 

groups;103 (3) exploit the lack of experience, superstitions or religious belief;104 (4) 

encourage violence or illegal or dangerous activities;105 (5) disparage the medical 

profession or discredit another product;106 (6) mislead or are likely to mislead 

consumers;107 and (7) exaggerate claims.108 Certain specific claims referring to (1) sexual 

weakness, ageing, loss of virility;109 (2) baldness;110 (3) weight reduction;111 (4) vitamins 

and infections;112 and (6) functional claims,113 are also unlawful in advertisements.  

 

The Guidelines on Medical Products and Appliances 2009 (Malaysia) emphasise that 

advertisers must observe a standard of morality or decency in their advertisements114 and 

                                                        
101 Ibid s 5.1.1 (a). 
 
102 Ibid s 5.1.1 (b). 
 
103 Guidelines on Medical Products and Appliances 2009 (Malaysia) s 5.5.1. ‗Certain groups‘ refer to 
testimonials of professional, scientific associations or a body or organisation or persons well-known in public 
life, sport and entertainments.  
 
104 Guidelines on Medical Products and Appliances 2009 (Malaysia) s 5.1.3. 
 
105 Ibid ss 5.1.4 and 5.1.5. 
 
106 Ibid s 5.1.6. 
 
107 Ibid s 5.2. 
 
108 Improper words, phrases or methods of presentation in advertisements are prohibited. Words such as 
‗fabulous‘, ‗fantastic‘, or ‗superior‘ are not allowed in the advertisements. Also, false claims such as ‗natural‘, 
‗natural remedy‘ or claims that lead consumers to over-estimate the value of product are not permitted by this 
section. See Ibid s 5.7.1. 
 
109 In essence claims pledging that a product can improve sexual weaknesses, or retards controls or treats 
premature ageing are not permissible. Ibid s 5.8.1. 
 
110 This regulation prohibits claims that guarantee that baldness can be prevented or cured, or the thinning of 
the hair can be arrested, reversed or reduced or that hair growth can be stimulated. Ibid s 5.8.2. 
 
111 Ibid s 5.8.3.  
 
112 Claims implying that life would be endangered by not consuming a vitamin or that vitamins would give 
adequate protection against viral infections are prohibited. Ibid s 5.8.4. 
 
113 Ibid s 5.8.5. Also, functional claims must be approved by the Drug Control Authority before they are for 
publication. See Ibid s 5.8.5. 
 
114 Ibid s 5.1.2. 
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adequately substantiate the advertisements disseminated to consumers.115 It decrees that 

advertisers make certain cautionary statements in the advertisements, and adequately 

warn consumers regarding the risk involved in using medications, such as: (1) ‗This is a 

herbal product‘; (2) ‗This preparation contains X%  alcohol‘; (3) ‗Excessive vitamin intake 

may be detrimental to your health‘; (4) ‗Not to be taken by children below 16 years old‘; (5) 

‗If symptoms persist, please consult your doctor‘; (6) ‗Please consult doctor for 

interpretation of the result‘; (7) ‗This is a traditional preparation‘ and (8) ‗Should be taken 

with a balanced diet and regular exercise‘.116  

 

 

It can be seen from the above that the rules governing the advertising of medicinal 

products in the Medicines (Advertisement and Sale) Act 1956 (Malaysia) and the 

Guidelines on Medical Products and Appliances 2009 (Malaysia) are detailed and 

comprehensive. The list of prohibited claims is clearly stated. However, despite this, 

advertisements that carry claims which are not permissible are still found.117 This is likely to 

be due to the fact that the Medicines (Advertisement and Sale) Act 1956 (Malaysia) has 

loopholes which prevent adequate regulation of the advertising of medicinal products. The 

limitations of the Act are raised and discussed immediately below. 

 

In order for the Medicines (Advertisement and Sale) Act 1956 (Malaysia) to succeed 

against recalcitrant advertisers, it must be established that advertisements under question 

were directed at the public. It must be shown that the materials were published for public 

viewing. This can easily be proved if advertisements were in newspapers (as newspapers 

are meant for the public to read); however, with pamphlets or brochures, for example, 

which are produced by drug companies for pharmacies, medical practitioners and certain 

other professionals, it is difficult to establish that they were indeed directed at the public. 

The advertisements are placed in a location or spot where the public is bound to read 

                                                        
115 Ibid s 5.3. Medical statements or references to clinical, trials and test must be substantiated by 
‗authoritative evidence acceptable to the MAB‘: at s 5.4.1. 
 
116 Ibid s 5.9.1. 
 
117 See the Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of Health, 
Malaysia, Case Reports <http://www.pharmacy.gov.my/html/MAB/advertisement_board_legal_action_f.htm>. 
(‗Case Reports Compilation‘). A compilation of advertisements which carried prohibited health-claims are 
listed in the official website belonging to the Medicine Advertisement Board. 
 

http://www.pharmacy.gov.my/html/MAB/advertisement_board_legal_action_f.htm
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them. But advertisers (or manufacturers) are able to escape liability by invoking section 5 

(3)(b) of the Medicines (Advertisement and Sale) Act 1956 (Malaysia), which exempts the 

application of the rule unless it can be shown that the advertisements are directed at the 

public. If the advertisements are directed at categories of persons permitted by law, then 

the advertisers are not liable. This categories of person include medical practitioners, 

dentists, nurses, midwifes, pharmacist, and those person undergoing training as registered 

medicinal practitioners, dentist, nurses, midwifes and pharmacist.118 

 

A further limitation is that the fine imposed for violation of law is insufficient to deter 

breaches or non-compliance with the law. The fine ranges from RM3,000.00119 or less, or 

imprisonment for a year, or both for first offenders, to an amount not exceeding 

RM5,000.00120 or two years imprisonment or both for subsequent convictions.121 In 

practice, however, the maximum has not been imposed.122 

 

In addition, the Medicines (Advertisement and Sale) Act 1956 (Malaysia) does not define 

the term ‗deceptive advertising‘. Instead, it generally prohibits: (1) advertisements without 

approvals from the MAB; (2) non-compliance with the approved formats and (3) the making 

                                                        
118 Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 5 (3) (b).  
 
119 This amount is equivalent to USD951.00 at USD 1:3.15MYR as at 2 December 2010. 
 
120 This amount is equivalent to USD1,584.00 USD 1:3.15MYR as at 2 December 2010. 
 
121 Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 5 (1) (a). & (b). 
 
122 For example, (1) Yum Nam Hair Care Sdn. Bhd., was charged for publishing an article titled ‗The solution 
to all your hair problems‘ in the Star Newspaper, contravening section 4A of the Medicines (Advertisement 
and Sale) Act 1956 (Malaysia), and was fined 1,500.00; (2) Rodiah Binti Tok Kechil, was charged for 
publishing XKL Care Capsule which ‗claimed to reduce fatigue, reduce toxins and fats and prevent acne and 
skin problems, without the approval from the Medicine Advertisement Board, in contravention of section 4B 
Medicines (Advertisement and Sale) Act 1956 (Malaysia) and  was fined 1,000.00; (3) Svenson Hair Center 
Sdn Bhd was charged for claiming to treat hair loss problems, scalp problems and dandruff, in contravention 
of section 4A of the Medicines (Advertisement and Sale) Act 1956 (Malaysia) and was fined 400.00 and 
given 60 days imprisonment; (4) TRN Marketing (M) Sdn Bhd, was charged for claiming that its product could 
remove toxins from the body without obtaining the approval from  the MAB and contravened section 4B of 
Medicines (Advertisement and Sale) Act 1956 (Malaysia) and was fined 500.00 and given 14 days 
imprisonment; (5) Toh Kok Kin was charged for promoting foot reflexology that claimed to cure 22 types of 
illnesses, in contravention of section 4A of Medicines (Advertisement and Sale) Act 1956 (Malaysia) and was 
fined 700.00 and given one month imprisonment. Medicine Advertisement Board of Pharmaceutical Service 
Division of the Ministry of Health, Malaysia, Legal Action: Court Case Report at 
http://www.pharmacy.gov.my.html/MAB/advertisement_board-legal_action.htm >. (‗Legal Action: Court Case 
Report’).  
 

http://www.pharmacy.gov.my.html/MAB/advertisement_board-legal_action.htm
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of prohibited claims in advertisements.123 Compliance with the format as suggested by the 

MAB is deemed crucial, although MAB‘s basis for determining compliance or non-

compliance with the format, or the basis on which it determines the format of advertisement 

for highly exaggerated category, is not clearly stipulated.124 The problem envisaged with 

the lack of explanation and proper description regarding what constitutes deceptive 

advertising, is that it would allow for uncertainty and inconsistency in decisions by the 

courts when interpreting the term ‗deceptive advertising‘. 

 

The Medicines (Advertisement and Sale) Act 1956 (Malaysia) was enacted in 1957, and 

revised in 1983. It was last amended in 1990.125 The 1990 amendment introduced some 

changes to the Act. It specified the types of claims which are prohibited in 

advertisements,126 the categories of person to whom such advertisements may be 

advertised,127 and the requirement to obtain pre-approval of advertisements before 

advertisements of medicinal products may be disseminated to the public.128 The meaning 

of the term ‗advertisements‘ was provided;129 however, the meaning of the term ‗deceptive 

advertisements‘ was not given.  

                                                        
123 Medicine Advertisement Board of the Pharmaceutical Service Division of the Ministry of Health, Malaysia 
Guidance For The Advertisers, Media And Agencies 
 <http://www.pharmacy.gov.my/html/MAB/advertisement_board_f.htm>.  
 
124 Ibid. The Guidelines on Medical Products and Appliances 2009 (Malaysia) stipulates the restrictions and 
prohibitions in relations to health claims in advertisements, however samples of formats are not made 
available on the official website to MAB.   
 
125 Malaysia, Parliamentary Debate, Senate, 25 June 1990, 1380 (Tuan Mohammed Farid Bin Arrifin). Also 
see generally Malaysia, Parliamentary Debate, House of Representative, 12 June 1990, 3340 (Tuan Haji 
Mohammed Amin bin Haji Daud). 
 
126 They include therapeutic claims regarding diseases and condition specified in the Schedule, regarding the 
practice of contraceptives, improving the condition or functioning of the human kidney, heart, or sexual 
function or performance of human being. See Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 3 
(1). 

 
127 Such advertisements may be directed to the following category of people; (1) member of local or public 
authority; (2) members of governing body of a public hospital; (3) registered medical practitioners; (4) 
registered dentists; (5) registered nurses and midwifes; (6) registered pharmacist, chemists, and wholesalers 
and retailers in Sabah and Sarawak; (7) persons undergoing training to become registered - medical 
practitioners, dentists, nurses or pharmacist. See Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 
3 (2). 

 
128 Ibid s 4 B. 
 
129 Ibid s 2. 
 

http://www.pharmacy.gov.my/html/MAB/advertisement_board_f.htm
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3.3.1.2 The Trade Descriptions Act 1972 (Malaysia)  

The Trade Descriptions Act 1972 (Malaysia) is the principal Act governing trade 

descriptions and advertising in Malaysia. It is considered unlawful under the Act to make a 

‗trade description which is false to a material degree.‘130 Advertisements which are 

misleading are considered as false trade description under section 5 (2) of the Act and are 

prohibited. 131 

 

The Act governs the advertising of goods in general; however, it is inapplicable to the 

advertising of immovable properties132 and to statements made by professional.133 It is also 

thought to be inapplicable to the regulation of deceptive advertisements of medicinal 

products. This is because the Act is designed to regulate products that fall within the 

definition of the term ‗goods‘. The term ‗goods‘ is defined in the Trade Descriptions Act 

1972 (Malaysia) as ‗…inclu[ding] ships, aircraft, vehicles, animals, plants and growing 

plants and all kinds of movable property‘.134 This definition does not stipulate whether 

‘goods‘ would include products which are intended for medicinal purposes. It is possible 

that matters concerning medicinal products are intended to be solely governed by 

pharmaceutical laws and not by the Trade Descriptions Act 1972 (Malaysia). A detailed 

search of the Consolidated Subject Index of Mallal‘s Digest (Fourth Edition) between 1932 

to 2009 revealed a total number of 22 cases of false trade description cases dealt with 

under the Trade Descriptions Act 1972 (Malaysia). These cases dealt with issues 

concerning the infringement of intellectual property rights.  

 

 

 

                                                        
130 Trade Descriptions Act 1972 (Malaysia) s 5. 
 
131 Ibid s 3.  
 
132 See definition of the term ‗goods‘ in section 2 of the Trade Descriptions Act 1972 (Malaysia). 
 
133 Trade Descriptions Act 1972 (Malaysia) s 15. The Act prohibits any persons from giving any false 
indication that goods or services supplied by him are supplied or approved by any person including any 
government or government department or agency or any international body or agency whether in Malaysia or 
abroad. 
 
134 Ibid s 2. 
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3.3.1.3 The Consumer Protection Act 1999 (Malaysia) 

The Consumer Protection Act 1999 (Malaysia) regulates deceptive conduct in trade 

practices.  It aims to protect consumers against misleading and deceptive conduct, false 

representations, and unfair practices.135 The issue is whether the Act governs deceptive 

advertising of medicinal products.  

 

The Act applies to goods which are ‗primarily purchased, used or consumed for personal, 

domestic or household purposes and includes: (1) goods attached to, or incorporated in, 

any real or personal property; (2) animals including fish; (3) vessels and vehicles; (4) 

utilities and (5) trees, plants and crops…‘.136 Medicinal products are not specified within the 

definition of the term ‗goods‘, and therefore the Consumer Protection Act 1999 (Malaysia), 

like the Trade Descriptions Act 1972 (Malaysia), is unlikely to apply to the regulation of 

advertising of medicinal products. A suggestion is made to widen the definition of the term 

‗good‘; however, no recommendation has been made for the Consumer Protection Act 

1999 (Malaysia) to apply to the medicinal products.137 

3.3.1.4 Indecent Advertisement Act 1953 (Malaysia)  

The Indecent Advertisement Act 1953 (Malaysia) is designed to suppress indecent or 

obscene advertisements and advertisements relating to the treatment of venereal disease, 

nervous disabilities or other complaints or infirmity arising from or relating to sexual 

intercourse…‘.138 The application of the Act is, however, limited to prohibition of matters of 

an obscene nature and advertisements relating to sexually transmitted diseases. In other 

words, the Act does not regulate the advertising of medicinal claims unless it concerns the 

publication of indecent, obscene or sexually transmitted diseases.139 

                                                        
135 See the Consumer Protection Act 1999 (Malaysia) ss 9 to 12. 
  
136 Ibid s 3. 
 
137 See Indrani Thuraisingham, et al., Review of Consumer Protection Act 1999 (2007) Malaysia 7. The 
proposal was that the Act should apply to all kind of goods which are bought for personal, domestic and 
household purposes. Currently confusions caused by the definition include: (1) the use of the word ‗primary‘; 
and (2) the order of items included in the definition – fish, tree, plants. 
 
138 Indecent Advertisement Act 1953 (Malaysia) s 6.  
 
139 Ibid s 6. 
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3.3.1.5 Conclusion  

In summary, the Consumer Protection Act 1999 (Malaysia), the Trade Descriptions Act 

1972 (Malaysia) and the Indecent Advertisement Act 1953 (Malaysia) which regulate the 

deceptive advertising of goods and services in general, do not govern the advertising of 

medicinal products, but have the potential to govern if restrictions are removed. The 

Consumer Protection Act 1999 (Malaysia) and the Trade Descriptions Act 1972 (Malaysia) 

may be applicable if the term ‗goods‘ is given a broader meaning.  

 

The Medicines (Advertisement and Sale) Act 1956 (Malaysia), on the other hand, is 

detailed, but has loopholes, which obstruct the control of dissemination of deceptive 

advertising. The loopholes could be closed so as to enable more effective regulation by 

considering the use of industry codes of practice and guidelines. The following section 

analyses how these industry codes of practice and guidelines may play a part in facilitating 

the regulation of deceptive advertising of medicinal products in Malaysia. 

3.3.2 Codes of Practice and Industry Guidelines that Govern the Advertising of 

Medicinal Products  

Three main codes of conduct prescribe guidelines for responsible advertising of medicinal 

products. They are: (1) the PhAMA Code of Pharmaceutical Marketing Practices for 

Prescription (Ethical) Products (18th Edition) 2010 (Malaysia) which illustrates the 

standards for ethical promotion of prescription drugs to healthcare professional;140 (2) the 

Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia), which prescribes 

the principles governing the advertising that is primarily commercial141 and is disseminated 

in print advertisements and (3) the Communications and Multimedia Content Code 2004 

(Malaysia), which stipulates guidelines for, amongst others, advertising in the electronic 

media.142 In addition, the Guidelines for Control of Cosmetic Products (2009) (Malaysia) 

                                                        
140 PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) Products (18th Edition) 2010 
(Malaysia).  
 
141 The code applies to advertisements disseminated by non-commercial organisation and individuals. 
Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia) 2.2. 
 
142 See the Communications and Multimedia Content Code (2004) (Malaysia) Part 3. 
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prescribes the advertising rules and standards for cosmetic products. These codes and 

guidelines are examined in this section. 

3.3.2.1 The Pharmaceutical Association of Malaysia (PhAMA) Code of 

Pharmaceutical Marketing Practices for Prescription (Ethical) Products (18th Edition) 

2010 (Malaysia) 

The PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) 

Products (18th Edition) 2010 (Malaysia) prescribes guidelines to assist its members to use 

legitimate methods of advertising in advertisements of prescription drugs. For example, the 

code requires that there be: (1) a presentation of accurate, fair and objective materials,143 

in conformity with high ethical standards;144 (2) substantiation of claims either by ‗reference 

to approved labelling or scientific evidence‘;145 (3) avoidance of disguises of promotions146 

and (4) a presentation of complete information regarding the name and address of the 

licence holder or the business name,147 published studies,148 product name and date of 

advertisements, and properties of products as approved in Malaysia based on minimum 

abbreviated prescribing information.149 These rules are applicable to print as well as 

electronic media. Electronic media advertising is, however, additionally required to identify 

the pharmaceutical company and the intended audience, and ensure that contents and 

presentations in the website are appropriately presented to the intended audience.150 The 

Code is administered by the PhAMA, the self-regulatory body that is responsible for the 

regulation of prescription drugs.  

                                                        
143 PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) Products (18th Edition) 2010 
(Malaysia) s 8. Materials broadly include artwork, graphics, and illustrations.  
 
144 Ibid s 3.1. 
 
145 Ibid s 3.1.1. 
 
146 Disguising promotions as clinical assessments, post-marketing surveillance and experience programs 
conducted with a primary scientific purpose or educational purpose is prohibited. Ibid s 2.5. 
 
147 PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) Products (18th Edition) 2010 
(Malaysia) s 4.1. 
 
148 Ibid s 4.2. 
 
149 The minimum abbreviated prescribing information includes the following: Contraindications, Precautions, 
Dosages, Indications and the Side Effects. See Ibid s 4.10. 
 
150 Ibid s 6.1. 
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3.3.2.2 The Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia)  

The Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia), which is 

administered by ASAM, prescribes the standards to be complied with in respect of 

advertisements disseminated in the print media. Print media includes advertising in 

leaflets, circulars, posters, billboards, cinemas, and advertising claims on packs, labels and 

at point of sale.151 This Code contains general guidelines, which are applicable to all 

advertising152 and specific guidelines that are applicable to specific categories of 

advertisements.153 The main guidelines include that an advertisement: (1) must be ‗legal, 

decent, honest and truthful‘154 and ‗prepared with a sense of responsibility‘;155 (2) conforms 

with principles of fair competition;156 (3) ‗project[s] Malaysian culture, identity and the multi-

racial character‘157 and (4) is capable of substantiation.158  

 

The Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia) also 

prescribes the rules for making various types of claims in advertisements. For example, the 

Code stipulates the manner in which claims concerning value of goods or use of the word 

‗free‘, ‗up to…‘ or ‗from…‘ is to be made. It also stipulates the manner in which various 

types of advertising and issues related to the advertising should be dealt with. The types of 

advertising and issues include: direct supply, wholesale, comparison, disparagement and 

denigration, testimonials, protection of privacy of the individual, safety, guarantees, money-

back guarantees, stridency, sensitivities, subliminal advertising, outdoor, identification of 

advertisement, switch selling, unsolicited home visits, inertia selling and non-availability of 

                                                        
151 See the Malaysian Code of Advertising Practice (Third Edition) (2008) Pt 1 s 3.4 (i). The broadcast media, 
online, electronic media and other telecommunications are governed by the Content Code under the 
administration of the Communication and Multimedia Content Forum of Malaysia: at s 1. 
 
152 Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia) ss 1 to 22. 
 
153 Ibid Appendix A – P.  
 
154 Ibid s 1.1. 
 
155  Ibid s 1.7. 
 
156  Ibid s 1.8. 
 
157  Ibid s 1.2. 
 
158  Ibid s 4.1. 
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advertised products.159 In addition, it explains that advertisements containing testimonials 

or endorsements must relate to the personal experience of persons providing testimonials 

or endorsements.160 Further, advertisements referring to the efficacy of a product must 

‗justifiably attribute to the use of the product.‘161  

 

The Code also contains specific prohibitions on advertisements of medicinal products and 

products that carry general health claims,162 slimming products,163 and vitamins and 

minerals.164 Moreover, testimonials of persons well known to the public165 and claims in 

reference to specific illnesses or conditions are also forbidden.166 A crucial principle that is 

emphasised is that all claims concerning health must be substantiated. Here, the Code 

insists that advertisers hold evidence for claims such as: (1) medical claims; (2) claims that 

refer to ‗tests, trials, research, doctors‘ preferences or prescribing habit…‘ and (3) claims 

declaring that the product emanated from any hospital or official source.167 A breach of 

these provisions gives rise the advertisers be punished by either ‗withholding advertising 

space‘, or ‗withdrawing trading privileges‘.168 Advertisers may also be punished through 

                                                        
159 Ibid ss 4 to 22. 
 
160 Ibid s 9. 
 
161 Ibid s 9.3. 
 
162 Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia) Appendix B.  
 
163 Ibid Appendix D. 
 
164 Ibid Appendix I. 
 
165 People well known in public life, sports entertainment and professional bodies are not allowed. See Ibid 
Appendix B s 5.8.   
 
166 Functional claims concerning: (1) abortifacient; (2) analgesics; (3) bust developers; (4) contraceptives and 
birth control; (5)  corns; (6) cosmetics; (7) depilatories; (8) gargles; (9) hay fever and other allergic conditions; 
(10) headaches; (11) height increases; (12) herbal homeopathic and acupuncture remedies; (13) hypnosis, 
hypnotherapy, psychology, psychoanalysis or psychiatry; (14) hormones and cell extracts; (15) indigestion 
remedies; (16) laxatives; (17) piles; (18) polyunsaturated fat; (19) pregnancy advertising services and 
counselling, pregnancy testing, sterilisation, vasectomy; and  (20) prescription drugs; (21) prevention of 
ageing; (22) protein claims; (23) rheumatic and allied pain; (24) scheduled medicine; (25) toothpastes and 
other similar products; (26) vitamin and minerals; (27) sexual weakness and loss of virility. See Ibid Appendix 
B s 6. 
 
167 Ibid Appendix B ss 4.1, 4.3, and 4.8, respectively. 
 
168 Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia) s 1(i).  
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adverse publicity, since the ASAM also publishes details of the outcome of investigations 

for public viewing.169  

 

The Code may be presumed to be effective in regulating the advertising of medicinal 

product because it has the participation of key industry players in its regulation. The Code 

has been established by members of ASAM which includes advertisers, advertising 

agencies and the media.170 It has the support of (1) the Association of Accredited 

Advertising Agencies Agent Malaysia; (2) the Malaysian Advertiser Association; (3) the 

Malaysian Newspaper Publishers Association and (4) the Media Specialist Association.171 

Presumably there will be a general consensus to comply with the provisions of the Code. 

3.3.2.3 The Communications and Multimedia Content Code 2004 (Malaysia)  

The Communications and Multimedia Content Code 2004 (Malaysia),172 provides 

guidelines for, amongst others, the advertising standards to be adhered to with regard to 

advertising in the electronic media.173 A cardinal principle in the Communications and 

Multimedia Content Code 2004 (Malaysia) is that the advertising must not be ‗indecent, 

obscene, false, menacing or offensive in character with intent to annoy, abuse, threaten 

and harass any person, or prepared without a sense of responsibility ‘.174 It also 

emphasises that substantiation of claims are held by advertisers, and that claims are not 

unduly ‗…exaggerated in value, accuracy, scientific validity or practical usefulness of the 

product‘.175  

 

The Communications and Multimedia Content Code 2004 (Malaysia) seeks to regulate 

advertisements disseminated in the electronic media and as such may be presumed as 

                                                        
169 Ibid.  
 
170 Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia).  
 
171 Ibid.  
 
172 The Code was established under section 213 of the Communications and Multimedia Act 1998 (Malaysia). 
 
173 Communications and Multimedia Content Code 2004 (Malaysia) Part 3.  
 
174 Ibid s 3.0. 
 
175 Ibid s 4.1 (viii) (b). 
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suitable to regulate medicinal claims that appear on the Internet; however, the Code had 

made an express declaration that matters concerning healthcare products are to be 

directed to the MAB.176 The regulation of dissemination of advertisements of medicinal 

products on the Internet thus falls within the purview of the MAB.177 

3.3.2.4 Guidelines for Control of Cosmetic Products 

The Guidelines for Control of Cosmetic Products 2009 (Malaysia) prescribes the 

requirements to be complied with and standards to be adhered to by advertisers of 

cosmetic products. This guideline has been prepared in accordance with the ASEAN 

Cosmetic Directives by the Cosmetic Technical Working Group (CWTC), a group of 

members from the NPCB and the cosmetic industry.178 The aim is to ensure that a 

harmonized regulatory system is in place for the regulation of cosmetic products.179  

 

The primary principles in the Guidelines for Control of Cosmetic Products 2009 (Malaysia) 

are that the advertisements: (1) should ‗contain information that is reliable, accurate, 

truthful, informative, balanced, up to date, capable of substantiation and in good taste; (2) 

should not ‗contain misleading or unverifiable statements or omissions likely to induce use 

or give rise to undue risk‘; (3) should observe standards of morality and decency; (4) 

should be honest and truthful and (5) should be substantiated or be capable of 

substantiation.180 Non-compliance with these rules gives rise to offences that are 

punishable under section 30(1) and (2) of the Control of Drugs and Cosmetics 

(Amendment) Regulation 2007 (Malaysia).181  

                                                        
176 Ibid s 8.1. 
 
177 Advertisements placed in Internet fall within the scope of the Medicines (Advertisement and Sale) Act 
1956 (Malaysia) by virtue of the definition of the ‗advertisement‘ in the Medicines (Advertisement and Sale) 
Act 1956 (Malaysia) which includes ‗…any announcement made orally or by any means of producing and 
transmitting light or sound’ as including advertisements See Medicines (Advertisement and Sale) Act 1956 
(Malaysia) s 2.  
 
178 Guidelines for Control of Cosmetic Products 2009 (Malaysia) s 1.  
 
179 Ibid. 
  
180 Ibid s 19. 
 
181 Ibid s 18.  
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3.3.3 Conclusion  

In summary, rules governing the advertising of medicinal products are found in Medicines 

(Advertisement and Sale) Act 1956 (Malaysia), the Guidelines on Medical Products and 

Appliances 2009 (Malaysia), the PhAMA Code of Pharmaceutical Marketing Practices for 

Prescription (Ethical) Products (18th Edition) 2010 (Malaysia)  and the Malaysian Code of 

Advertising Practice (Third Edition) 2008 (Malaysia). Whilst Medicines (Advertisement and 

Sale) Act 1956 (Malaysia) is the primary legislation which governs the advertising of 

medicinal products, the Guidelines on Medical Products and Appliances 2009 (Malaysia) 

contains regulations which complement the Medicines (Advertisement and Sale) Act 1956 

(Malaysia). The Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia) 

and the PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) 

Products (18th Edition) 2010 (Malaysia), on the other hand, are industry guidelines, which 

are administered by ASAM and PhAMA, respectively. It has been noted that these 

guidelines are detailed and comprehensive; however, being self-industry codes, their 

applicability is restricted to their members.  

 

This chapter continues to investigate the controls employed in the regulation of the 

advertising of medicinal products. It examines the system of pre-approval of 

advertisements, complaint handlings and enforcement. It also explores controls employed 

by both the MAB and self- regulatory organisations.  
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3.4 REGULATORY CONTROL AND ENFORCEMENT OF 

ADVERTISING OF MEDICINAL PRODUCTS IN MALAYSIA 

The regulatory controls applied to the advertising of medicinal products have limitations. 

There are systemic inadequacies in the system which impedes the overall control of 

deceptive advertising of medicinal products. Three types of controls are examined: (1) pre-

market approval of advertisements (2) monitoring of non-compliance with advertising law 

and (3) enforcement.  

3.4.1 Pre-Approval of Advertisements 

In Malaysia, advertisements that carry medicinal claims are vetted and approved by the 

MAB before they are put in the public domain.182 They are filtered (reviewed) for not only 

untrue, misleading and highly exaggerated claims, but also for prohibited medicinal 

claims,183 via a process of pre-market approval of advertisements. However, 

advertisements for prescription drugs, which are regulated by the PhAMA, are not pre-

approved by the MAB before they are disseminated to the members of the medical 

profession. Instead, their ‗final text and layout‘ are certified by a senior official of the 

Company‘.184 Senior official refers to either a doctor or a pharmacist.185  

 

Pre-market approvals of advertisements are granted by the MAB through two methods: (1) 

the ‗Fast Track‘;186 or (2) the ‗Normal Track‘.187 The Fast Track System is a system which 

is applied to advertisements where: (1) the advertisement had been approved earlier; (2) 

there are no changes or minimal changes from the approved version and (3) the 

application is for renewal and the new application does not go beyond the list of indications 

                                                        
182 Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 4B.  
 
183 Ibid ss 3, 4 and 4A. 
 
184 PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) Products (18th Edition) 2010 
(Malaysia) s 10.3. 
 
185 Ibid s 10.3. 
 
186 See the Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of Health, 
Malaysia, Application Procedure 
 <http://www.pharmacy.gov.my.html/MAB/advertisement_board_application.htm >. (‗Application Procedure’) 
 
187 Ibid.  

http://www.pharmacy.gov.my.html/MAB/advertisement_board_application.htm
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as approved by the Drug Control Authority.188 The ‗Normal Track‘ process is where 

advertisements are examined for the first time. 

 

Advertisements that fall under the category of the ‗Fast Track Approval‘ process are 

reviewed and assessed within three to five working days of receipt, whereas those 

advertisements that fall under the ‗Normal Track‘ process are approved within four to six 

weeks of receipt.189 Advertisements that are duly approved via these two methods are then 

granted an approval number, such as K.K.L.I.U 2008/123/A or K.K.L.I.U 2008/123/B.190  

 

Before seeking approval from the MAB, advertisers are advised to ensure that the following 

requisites are complied with: (1) that pharmaceutical products have been properly 

classified as food, cosmetics or nutrient supplements; (2) that the advertisement has 

complied with the guidelines issued by the respective bodies, for example, that an 

advertisement for food has followed the guidelines issued by the Food Quality Control 

Division of the Ministry of Health; (3) that the advertisement has been prepared in 

accordance with the format which is ‗in-line‘ with the guidelines issued by the MAB; (4) that 

the advertisement makes no reference to medicinal claims and (5) that application forms 

are accurately completed and submitted to the Secretariat of the MAB. 191   

 

Approvals are only issued to advertisers who have complied with all of these requirements 

as well as the format prescribed by the MAB. The approval numbers (K.K.L.I.U) obtained 

                                                        
188 Ibid. 
 
189 Ibid. 
 
190 The letters ‗A ‗or ‗B‘, at the end of the approval number indicates the types of media that the 
advertisements are published in. There are a total of 18 codes devised for various types of media. For 
example: (1) The letter A refers to newspapers and newspaper inserts; (2) The letter B refers to television, 
video, and cinema; (3) The letter C refers to radio (talk show, or radio program‘; (4) The letter D refers to 
radio (jingles, a short radio advertisement); (5) The letter E refers to directories (Yellow Pages, a handbook, 
etc); (6) The letter F refers to a billboard; (7) The letter G refers to the point of sale (shelf talker, wobbler, 
leaflet holder, bunting); (8) The letter H refers to a credit card, a members card, flight ticket dockets; (9) The 
letter I refers to a leaflet, pamphlets, brochure, flyers; (10) The letter J refers to a poster; (11) The letter K 
refers to magazines, catalogue, members copy and magazine inserts; (12) The letter IT refers to Internet and 
SMS; (13) The letter V refers to a vehicle (LRT, Bus, Van, etc); (14) The letter M refers to calendars and 
diaries; (15) The letter N refers to bulletins and newspapers; (16) The letter P refers to banners; (17) The 
letter T refers to t-shirts; and (18) The letter L refers to miscellaneous. See Ibid.  
 
191 See generally the Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of 
Health, Malaysia, Guidance to Advertisers: Responsibility of the Advertisers Prior to Advertising the Products 
with Medical or Health Claims  
<http://www.pharmacy.gov.my.html/MAB/advertisement_board_application.htm >.  
 

http://www.pharmacy.gov.my.html/MAB/advertisement_board_application.htm
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must be prominently displayed on the advertisement.192 Advertisements that fail to follow 

these requirements are considered illegal advertisements.193 To date, cases reported for 

illegal advertising have been in respect of prohibited claims specified in the Schedule to 

sections 3, 4A and 4B of the Medicines (Advertisement and Sale) Act 1956 (Malaysia), 

which had either failed to obtain the necessary pre-approval or to comply with the 

approved formats.194 The offenders, however, were not tried in the courts as they pleaded 

guilty to the offences and paid the fines.195 

3.4.2 Monitoring Violation of Advertisements  

The system of regulatory control includes a monitoring program that seeks to ensure 

advertisements in all publications are scrutinized. In essence, monitoring violation of laws 

regulating the advertising of medicinal products is carried out by three different bodies or 

agencies. First, an investigation unit within the Pharmacy Enforcement Division, which is 

set up to investigate violations of law, monitors the advertisements. An Advertisement 

Control Team within this unit is entrusted with the responsibility of investigating complex 

claims in advertisements and media such as the electronic media.196 Second, the regulator 

receives assistance from enforcement officers from other states, which includes monitoring 

of non-compliance with rules. Any violation found in the different states in Malaysia is 

reported to the MAB. Thirdly, the monitoring is carried out by an independent body, 

MediaBanc Sdn. Bhd, which is engaged by the MAB to carry out proactive monitoring of 

the Internet.197  

 

                                                        
192 Ibid. 
 
193 Interview with: (1) Yogeswary a/p V Markandoo, the Deputy Director of Pharmacy Enforcement Division; 
(2) Nor Aza Binti Hassan, the Assistant Deputy Director of Pharmacy Enforcement Division; and (3) Azlinda 
Binti Abdul Samad, the Assistant Deputy Director of Pharmacy Enforcement Division, all from the Medicine 
Advertisement Board, Pharmacy Enforcement Division Ministry of Health Malaysia, (Personal Interview, 18 
May 2007). (‗the Interview‘). 
 
194 Case Reports Compilation, above n 117. 
 
195 See Legal Action: Court Case Reports, above n 122 and the accompanying text. 
 
196 Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of Health, Malaysia, 
Medicine Advertisement Board Annual Report (2006) (Malaysia) 8. 
 
197 Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of Health, Malaysia, 
Medicine Advertisement Board Annual Report 2007 (Malaysia); Interview above n, 193. 
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The MAB is understaffed and under resourced to carry out active monitoring and therefore 

it relies on complaints from consumers and advertisers, an outside source to monitor 

deceptive advertisement. It realised that monitoring alone is insufficient to detect violations 

and therefore the MAB encouraged the cooperation of various parties involved in, or 

responsible for the dissemination of advertisement; it introduced a dialogue sessions with 

relevant parties.198 The main targeted groups are the media and the advertising 

agencies.199 The aim of the dialogue sessions is to enable the sharing of information 

regarding how controls over dissemination of deceptive advertising may best be 

achieved.200 

3.4.3. Enforcement  

The general form of enforcement that is carried out includes: (1) complaint handling and (2) 

judicial enforcement. The usual procedure is to first resolve the deception through 

complaint handling. Any failure to comply with the orders granted in the complaint handling 

will result in the matter being taken to court. This section highlights the types of orders 

made in complaint handling and the sanction ordered for violations of the advertising laws 

in judicial enforcement. It also examines the types of sanction that are imposed by self-

regulators on their members.  

3.4.3.1 Complaint Handling  

The MAB‘s powers are limited with regard to the types of orders that it can make under the 

system of complaint handling. It may, upon receiving a complaint from a consumer, 

investigate the claim and issue a warning letter to the advertiser, requesting the advertiser 

to remove the advertisements. A total of two hundred eighty eight letters were issued 

against editors and advertisers in 2007, and one hundred and twenty seven in 2008.201 The 

MAB may also inspect, remove and detain any advertisement which its officers believe is 

                                                        
198 Ibid. 
 
199 Ibid. 
 
200 Ibid. 
 
201 Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of Health, Malaysia, 
Medicine Advertisement Board Annual Report 2007 and 2008. 
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deceptive.202 However, its powers are limited to requesting the deletion from 

advertisements, statements or those parts of statements ‗…which bring undesirable 

thoughts and impression to viewers‘.203 It is not empowered to request a cease-and-desist, 

or a publication of corrective advertising, or impose fines. Although, it may bring the matter 

to court if advertisers fail to comply with its order, there are certain conditions that must be 

complied with before the matter can be brought to court.204 These conditions, which are 

drawbacks in the system of judicial enforcements, are discussed in the following section 

[3.4.3.2].  

3.4.3.2. Judicial Enforcement  

The system of judicial enforcement in Malaysia has obstacles which hinder the prevention 

of deceptive advertising. For example, the MAB is unable to initiate a legal action in court 

unless there is a complaint lodged by consumers and the ‗prosecution‘ is sanctioned by a 

public prosecutor. In other words, the MAB may not bring an action on its own accord, and 

in circumstance when there is a complaint lodged, the MAB has to first obtain a written 

authorisation from the Public Prosecutor before it can charge the advertiser in court.205 

Furthermore, the presence of the complainant on the day of the hearing is crucial, and 

securing the complainant‘s presence in court is not an easy task for the MAB.206 Because 

matters are frequently postponed due to a back log of cases, complainants are generally 

not in favour of attending court for the hearing.207  

 

                                                        
202 See the Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 6D. 
 
203 Guidelines on Medical Products and Appliances 2009 (Malaysia) s 3.2. The MAB‘s main role is to approve 
or reject applications for advertisements, or to withdraw or cancel any advertisements previously approved. It 
also makes polices concerning advertisements ‗relating to services, medicines, appliances and remedies with 
medical claims. See Medicine Advertisement Board Regulations 1976 (Malaysia) s 5. 
  
204 The conditions may be summarised as: (1) sanctions of public prosecutor before an action can be 
brought; (2) presence of complainant in court is crucial; (3) complaints must be lodged before an action can 
be initiated.  
 
205 Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 6F (1). 
 
206 The Interview, above n 193. 
 
207 Ibid.  
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A further drawback is that the imposable sanctions under the Medicines (Advertisement 

and Sale) Act 1956 (Malaysia) are too small to prevent deceptive advertising. The 

penalties imposed for breaches of rules are insignificant, and as such are ineffective in 

discouraging dishonest advertisers from disseminating deceptive advertising. As noted at 

[3.3.1.1], the penalties are: (1) a fine not exceeding RM3,000208 or imprisonment for any 

term not exceeding one year or both, in respect of a first conviction and (2) a fine not 

exceeding RM5,000.00 209 or imprisonment for a term not exceeding two years or both, in 

respect of a subsequent conviction.210 These are penalties imposed for contraventions of 

sections 3, 4, 4A and 4B of the Medicines (Advertisement and Sale) Act 1956 

(Malaysia).211 Offenders, who often plead guilty to the charges and pay the fines, regard 

fines as a cost of advertising. As a result, no cases involving deceptive medicinal claims in 

advertisements have been challenged and tried in courts.  

3.4.3.3  Enforcement by Self Regulatory Organisations  

Self-regulatory organisations seek to eradicate deceptive advertising by imposing broader 

sanctions for non-compliance with, or violation of the provisions than those ordered in a 

judicial proceeding, but these sanctions are limited to their members, and thereby prove to 

be a less effective method of control for deceptive advertising by non-members. 

Nevertheless, the support provided by self regulatory organisations with regard to the 

control over the advertising of medicinal products and the extent to which this support 

could assist in halting deceptive advertisements is worth exploring. PhAMA and ASAM are 

the two main self-regulatory bodies involved in the regulation of advertising of medicinal 

products in Malaysia and therefore enforcement measures adopted by these two industry 

associations are explored.  

 

                                                        
208 This amount is equivalent to USD 951.00 at USD1:3.15MYR as at 2 December 2010. 
 
209 This amount is equivalent to USD1,584.00, at USD1:3.15MYR as at 2 December 2010. 
 
210 See the Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 5 (1). 
 
211 Legal Action: Court Case Reports, above n 122 and the accompanying text. 
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(a) Pharmaceutical Association of Malaysia (PhAMA)  

PhAMA through its Ethics Committee considers complaints lodged with it, and if it finds a 

breach of rules, one or more of the following orders may be granted: (1) a penalty of 

RM25,000.00212 or up to RM50,000.00213 if there are repeated breaches.214 (By repeated 

breaches it means that the offender breaches the same section or sections of the code 

with the same product claim); (2) a discontinuance of the offending material215 and (3) an 

issuance of a retraction statement.216  

 

The fines imposed by the PhAMA are higher than those imposed by the MAB and therefore 

have greater potential to deter deceptive advertising; however, there is a hindrance within 

the system which may prevent adequate control. It is presumed that fewer complaints may 

be brought against advertisers as the administrative fee imposed for lodging a complaint is 

exorbitant. Complaints against members are required to be lodged with an administrative 

fee of RM3,000.00.217 It is alleged that the fee of RM3,000.00218 goes ‗towards the cost of 

outside advice‘; nevertheless, it is a factor that discourages the making of complaints. 219 

On the other hand, it may be argued that the fee of RM3,000.00 will ensure that only 

genuine matters which are substantiated with sufficient evidence are brought forward.  

 

Although the imposition of such high fees may prevent lodgement of complaints, if 

complaints are lodged, matters are investigated and the names of companies that have 

                                                        
212 Equivalent to USD7,924 at USD1:3.15MYR as at 2 December 2010. 
 
213 Equivalent to USD15,848, at USD1:3.15MYR as at 2 December 2010. 
 
214 See PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) Products (18th Edition) 
2010 (Malaysia) Part: Operation of the Code, s 1.  
  
215 Ibid s 4. 
 
216 Ibid s 4. 
 
217 PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) Products (18th Edition) 2010 
(Malaysia) Part: Operation of the Code. Further details such as: (1) the alleged breach(s); (2) details about 
the company concerned; and (3) the promotional material are also required to be submitted. Before a 
complaint is lodged, parties are encouraged to attempt a settlement of the alleged breach and provide proof 
or evidence that attempts were made but failed: at s 1. 
 
218 This amount is equivalent to USD 951.00 at USD1:3.15MYR as at 2 December 2010. 
 
219 See PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) Products (18th Edition) 
2010 (Malaysia) Part: Operation of the Code, s 1. 
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breached the rules are published. It is assumed that the adverse publicity obtained from 

such publication will serve as an effective method of preventing misconduct in advertising. 

However, decisions of the committee are not published to the public.220 Therefore the 

imposition of high fees is not justifiable.  

(b) The Advertising Standard Authority Malaysia (ASAM)  

ASAM administers and handles complaints from the public regarding breach(s) of 

provisions in the Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia).221 

The punishment for breach or non-compliance with rules includes: (1) denial of access time 

and (2) adverse publicity.222 Unlike PhAMA, complaints lodged with ASAM seem to be 

investigated free of charge,223 and as such there is less likelihood of hesitation in lodging 

complaints regarding the dissemination of deceptive advertising.224 

(c) The Communications and Multimedia Content Forum of Malaysia 

The Communications and Multimedia Content Forum of Malaysia (hereinafter referred to 

as the ‗Content Forum‘) administers the Communications and Multimedia Content Code 

2004 (Malaysia) and deals with matters related to the administration of the Code.225 The 

Content Forum handles complaints concerning breach and non-compliance with the 

Communications and Multimedia Content Code 2004 (Malaysia) through its Complaints 

Bureau.226 It investigates complaints regarding advertisements, as well as conduct which is 

perceived to be in breach without necessarily following a complaint.227 The sanctions for 

                                                        
220 Ibid. 
 
221Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia) s 1 (i). 
 
222 Ibid.  
 
223 Ibid. No fees or charges are indicated for complaints.  
 
224 Ibid s 1 (i). 
 
225 Malaysian Communication and Multimedia Act 1998 s 212.  
 
226 Communications and Multimedia Content Code 2004 (Malaysia) Part 8 s 2.4. 
 
227 Ibid s 3.4. 
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breach of rules include: (1) imposition of fine not exceeding RM50,000.00;228 (2) removal of 

the content and (3) cessation of the offending act.229 It also includes the publication of the 

outcome of the conclusion of an inquiry, resulting in adverse publicity for the alleged 

company.230 However, the regulation of the advertising of medicinal products is outside the 

scope of the Content Forum‘s responsibility as it has specifically stipulated that matters 

concerning the advertising of medicinal products are under the purview of the MAB.231  

3.4.4 Inadequacies in the System of Regulatory Controls 

The preceding sections have highlighted the weaknesses in the system of regulatory 

control. It has been noted that the MAB is given broad powers in respect of pre-approval of 

advertisements and removal of claims that are deceptive and unsuitable for public viewing 

before advertisements are disseminated to the public. It also appears to have sufficient 

authority to satisfactorily scrutinise any violation of advertising of medicinal products 

through its system of monitoring. However, the enforcement powers given to MAB under 

the Medicines (Advertisement and Sale) Act 1956 (Malaysia) are limited. The fines 

imposed are too low to prevent future non-compliance or violation of rules. The Medicines 

(Advertisement and Sale) Act 1956 (Malaysia) also encumbers the regulator who wants to 

bring a legal action by requiring that complainant to be present, and that the prosecution is 

endorsed by public prosecutors. These restrictions cause delays and costs to the 

advertisers, regulator and consumers.  Moreover, the MAB is understaffed and resourced 

to carry out effective regulation of deceptive advertising.  

 

On the other hand, the self-regulatory system appears to posses more stringent 

requirements for non-compliance and violation. Their sanctions broadly include higher 

fines, adverse publicity and removal from membership of the self-regulatory organisation. 

However, the group of self-regulatory organisations which controls and monitors the 

                                                        
228 Equivalent to USD15, 848 at USD1:3.15MYR as at 2 December 2010. 
 
229 Communications and Multimedia Content Code 2004 (Malaysia) Part 8 s 8.0. 
 
230 Ibid s 9.2. 
 
231 Ibid Part 3 s 8.1. The support given by the Communications and Multimedia Content Code 2004 
(Malaysia) is, nevertheless, discussed here to ease an explanation in Chapter 6, namely a recommendation 
to lift the restriction on the regulation of medicinal products advertising.  
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advertising of medicinal products is unable to regulate advertisements placed by non-

members despite its sanctions being broader and its fines, higher.  
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3.5 CONCLUSION 

In this chapter, the regulation of the advertising of medicinal products in Malaysia was 

examined and the following was discovered. With regard to ascertaining the types of 

products which fall under the classification of medicinal products, it was found that an 

‗intended medicinal purpose‘ is important for the determination of medicinal products. 

Hence, advertisements of products such as food, nutrient supplements and cosmetics, 

which carry therapeutic claims, result in the product being classified as a medicinal 

product. It was also learned that, if therapeutic or medicinal claims are made for products 

in advertisements, those products must meet the criteria for classification as medicinal 

products; there are no exceptions.   

 

In [3.3], it was discovered that the primary legislation that regulates the advertising of 

medicinal products in Malaysia is the Medicines (Advertisement and Sale) Act 1956 

(Malaysia). However, the legislation has weaknesses which obstruct effective regulation of 

the advertising of medicinal products. Both the Consumer Protection Act 1999 (Malaysia), 

and the Trade Descriptions Act 1972 (Malaysia), which regulate the advertising of goods 

and services, are inapplicable to the regulation of the advertising of medicinal products by 

reason of the fact that the term ‗goods‘ as defined in the legislation, is not inclusive of 

categories of products that carry an intended medicinal purpose.  

 

In [3.3], the self-regulatory codes and guidelines, which contain detailed rules to be 

followed by members of self-regulatory organisations was also examined. It was noted that 

non-compliance with rules was accompanied by punishments which are comparatively 

broader than those prescribed under Medicines (Advertisement and Sale) Act 1956 

(Malaysia); however, punishments only apply to members.  

 

In [3.4], the regulatory controls that applied to the advertising of medicinal products in 

Malaysia were explored. It was established that the system of pre-market approval for 

advertisements of medicinal products is carried out by the MAB. The MAB emphasizes that 

advertisers comply with formats approved by the MAB. Any non-compliance with the 

format has been deemed to be illegal advertising, but no clear direction as to what 

constitute illegal advertising is given. In this section monitoring violations, carried out by 

government departments and by an independent body, MediaBanc Sdn. Bhd was also 
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explored. However, monitoring of violations by Mediabanc Sdn Bhd is limited to Internet 

advertising. It was noted that MAB‘s lack of adequate staff and resources to monitor 

deceptive advertising is sought to be addressed by engaging in dialogue sessions with the 

advertisers and advertising agencies. 

 

Lastly the section explored the system of enforcement and discovered that there are 

weaknesses in the overall system of enforcement. It was found that: (1) the legal actions 

are largely complaint based and therefore an action cannot be brought without a complaint 

and a complainant and (2) the fines imposed for breach of rules are trivial and therefore 

non-compliant advertisers have preferred to pay a fine.  

 

Sanctions imposed by group of self-regulators was also discussed in this section, and 

whilst the sanctions are broad and relatively severe compared to those imposed under 

Medicines (Advertisement and Sale) Act 1956 (Malaysia), there were problems with the 

enforcement of self-regulation. A self-regulatory organisation, such as the PhAMA, which 

imposes high penalties or requests for publication of retraction statements, requires that an 

administration fee of RM3,000.00232 be paid for the lodgement of complaints. This was 

argued to be a deterring factor in the lodging of complaints.  

 

In conclusion, this chapter has identified and highlighted the limitations in the regulation of 

advertising of medicinal products in Malaysia. The recommendations to redress the 

limitations are discussed in Chapter 6. In Chapter 6, the regulation of advertising of 

medicinal products is compared and contrasted with that in Australia and the United 

States. The following chapter investigates the regulation of the advertising of medicinal 

products in Australia. 

 
 

                                                        
232 USD951.00 at USD1:3.15MYR as at 2 December 2010 
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CHAPTER 4 

THE REGULATION OF THE ADVERTISING OF MEDICINAL PRODUCTS 

IN AUSTRALIA  

4.1 INTRODUCTION  

In Australia, medicinal products are known as therapeutic goods. Although this 

terminology is different to that used in other jurisdictions, therapeutic goods are, in 

essence, products with medicinal values or with claimed medicinal values.1 This chapter 

examines the regulation of the advertising of therapeutic goods in Australia so as to 

establish the foundation for a comparative analysis in Chapter 6. It consists of four main 

sections, each dealing with different aspects of regulation.  

 

Section [4.2] describes the types of products that fall within the classification of therapeutic 

goods. There are, in essence, three classes of therapeutic goods in Australia: (1) 

prescription drugs; (2) non-prescription drugs and (3) complementary medicines. However, 

there are also products, such as food or cosmetics, which carry therapeutic claims and fall 

within the classification of therapeutic goods unless exempted. The circumstances under 

which these products fall within the classification and/or are exempt from the classification 

are described in this section.  

 

Section [4.3] examines the regulation of advertising of therapeutic goods in Australia. The 

advertising of therapeutic goods is governed by three legislative regimes: (1) the 

Commonwealth; (2) the States and Territories and (3) self-regulation. At the 

Commonwealth level, there are two legislative regimes, one that applies specifically to 

advertisements of therapeutic goods and one that regulates advertising in general. The 

regime that specifically applies to advertisements of therapeutic goods is governed by the 

Therapeutic Goods Act 1989 (Cth), with detailed rules set out in the Therapeutic Goods 

Regulations 1990 (Cth) and the Therapeutic Goods Advertising Code 2007 (Cth). The 

                                                        
1 Therapeutic Goods Act 1989 (Cth) s 3. 
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regime that applies to advertising in general is specified under Part V of the Trade 

Practices Act 1974 (Cth). These laws are discussed at [4.3.2] of this chapter.  

 

At the States and Territories level there are also two regulatory regimes: (1) a regime that 

applies specifically to advertisements of therapeutic goods and (2) a regime that regulates 

advertising across-the-board. In addition, advertisements of therapeutic goods are also 

subject to rules prescribed under industry codes of practice established by the peak 

industry associations: (1) Medicine Australia (the ‗MA‘); (2) the Australian Self-Medication 

Industry (the ‗ASMI‘) and (3) the Complementary Healthcare Council of Australia (the 

‗CHCA‘). Rules which are applicable to the advertising of prescription drugs and non-

prescription drugs, food and cosmetics as prescribed in the legislation, regulations and 

codes are examined. These are examined at [4.3.1]. 

 

The regulatory controls, namely, (1) pre-approval of advertisements; (2) complaint-handling 

and (3) enforcement, are examined in section [4.3.2]. The discussion of the system of pre-

approval of advertisements of therapeutic goods includes a description of two types of 

approval that are required. The types of advertisements which are subject to or exempt 

from pre-approval are also discussed in this section. The manner in which complaints 

regarding non-compliance with advertising rules are handled is subsequently looked at, 

examining whether complaints are handled in a timely way and whether the forms of 

sanctions imposed are sufficient to prevent the re-occurrence of advertising misconduct. 

Section [4.3.2] also looks at the judicial enforcement that is carried out in the regulation of 

therapeutic goods. Here, it explores the orders granted by the courts and the extent to 

which the order facilitates the prevention of deceptive advertising.  

 

Next, section [4.4] of the chapter examines the reviews conducted of the current system of 

regulation of therapeutic goods. The three main reviews, which have been commissioned 

by the Federal Government, namely, (1) the Review of Drugs, Poisons and Controlled 

Substances Legislation by Rhonda Galbally; (2) the Review of Advertising Therapeutic 

Products in Australia and New Zealand by Toogoolawa Consulting Pty Ltd and (3) the 

Review of Complementary Medicines by the Expert Committee on Complementary 

Medicines, are assessed. Issues raised and recommendations proposed by the review 

committees in respect to controls over the advertising of therapeutic goods are considered 

in this section as a partial introduction to an analysis in [6.3.3] of Chapter 6, which deals 
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with recommendations to improve the existing regulation of advertising of medicinal 

products in Malaysia. The attempts by the Australian Government to jointly regulate the 

advertising of therapeutic goods in conjunction with the New Zealand Government and the 

issues that caused this effort to fail are also set out in this section. 

 

Section [4.5] concludes the chapter by identifying the strengths and weaknesses of the 

system of regulation of therapeutic goods advertising in Australia. The considerable 

complexities in the regulation of therapeutic goods in Australia are highlighted.  
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4.2 CLASSIFICATON OF THERAPEUTIC GOODS IN AUSTRALIA 

4.2.1 Range of Products Classified as Therapeutic Goods 

In Australia, both prescription and non-prescription drugs fall within the definition of the 

term ‗therapeutic goods‘, which is further examined at [4.2.1.1]. Complementary medicines 

are classified as therapeutic goods under the Therapeutic Goods Act 1989 (Cth). Products 

such as food and cosmetics, however, fall within the classification of therapeutic goods 

when they are intended for a therapeutic use, and are unclassified when they fall within 

‗exceptions‘. The circumstances under which such products are exempted from that 

classification are considered at [4.2.1.2] and [4.1.2.3]. The aims are: (1) to determine the 

categories of products that qualify as therapeutic goods and (2) to ascertain the impact of 

the classification of products as therapeutic goods. 

4.2.1.1 Prescription and Non-Prescription Drugs, Pharmacy-Only-Medicines and 

Complementary Medicines are Therapeutic Goods 

As specified by the definition of the term ‗therapeutic goods‘ in the Therapeutic Goods Act 

1989 (Cth), products which are used therapeutically or represented as being for 

therapeutic use, or likely to be taken to be for therapeutic use, are regarded as therapeutic 

goods.2 The term ‗therapeutic use‘ is defined to include use in ‗preventing, diagnosing, 

curing or alleviating a disease, ailment, defect or injury in persons or animals, or 

influencing, inhibiting or modifying a physiological process in persons or animal‘  and 

‗…influencing, controlling or preventing conception in persons‘.3  

 

According to this definition, both prescription and non-prescription drugs fall within the 

category of therapeutic goods as they are ordinarily used to prevent, diagnose, cure or 

alleviate a disease or illness. However, therapeutic goods fall into a multi-level 

                                                        
2 Ibid. The term therapeutic goods is defined to mean ‗[goods] that are represented in any way to be, or that 
are, whether because of the way in which the goods are presented or for any other reason, likely to be taken 
to be for; (i) therapeutic use or; (ii) for use as an ingredient or component in the manufacture of therapeutic 
goods; or (iii) for use as a container or part of a container for goods of the kind referred to in subparagraph (i) 
or (ii); or (b) [goods] included in a class of goods the sole or principal use of which is, or ordinarily is a 
therapeutic use or a use of a kind referred to in subparagraph (a) (ii) or (iii)‘. Ibid. 
 
3 Therapeutic Goods Act 1989 (Cth) s 3.  
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classification that ranges from Schedules 2 to 8.4 Schedule 2 substances refer to 

pharmacy medicine for which advice of a pharmacist is available if necessary. Schedule 3 

substances refer to Pharmacist-Only-Substances, which include substances that are 

obtainable only from a pharmacist, but without a doctor's prescription.5 Schedule 4 

substances are the Prescription-Only-Substances the use or supply of which should be by, 

or on, the order of a medical practitioner and should be available from a pharmacist on 

prescription.6 Schedule 8 substances are controlled substances, substances which are 

restricted because they may be subject to abuse, misuse and physical or psychological 

dependence.7  

 

Products which are classified as therapeutic goods are required to be either registered or 

listed in the Australian Register of Therapeutic Goods (‗ARTG‘), which is a database 

containing information about therapeutic goods for human use, based on the ingredients, 

dosages of the products and the promotional claims.8 These drugs are either registered or 

listed in the ARTG based on a risk assessment. They are assessed according to the 

seriousness of the risk involved, namely the potential for harm, toxicity and side effects.9 

Drugs are registered if they are of high risk and listed if they are considered of low risk.10  

4.2.1.2 Food  

Food is governed by the Food Standards Australia New Zealand Act 1991 (Cth) and Food 

Standards Australia New Zealand Regulation 1994 (Cth). Food is regulated by the Food 

Standards Australia New Zealand (FSANZ) which is the regulatory agency for food. Food 

which has been classified as therapeutic goods by the Therapeutic Goods Administration 

                                                        
4 National Coordinating Committee, on Therapeutic Goods, Scheduling Policy Framework for Medicines and 
Chemicals (July 2010).  
 
5 Ibid 18 and 19.  
 
6 Ibid 20.  
 
7 Ibid 25.  
 
8 See Therapeutic Goods Act 1989 (Cth) s 9A. 
 
9 Therapeutic Goods Administration, Department of Health and Ageing, Australia, Medicines Regulation and 
the Therapeutic Goods Administration <http://www.tga.gov.au/html/medregs.htm >. 
 
10 Ibid. 
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under section 7 of the Therapeutic Goods Act 1989 (Cth) is, however, regulated by the 

Therapeutic Goods Administration. Section 7 enables the Secretary to the Department of 

Health and Ageing to declare food products (or any product) as therapeutic goods when 

necessary.11 For example, a product known as ‗Celanese‘ has been declared a therapeutic 

good since 3 December 1998. Similarly, fibre sold in capsules and shark cartilages have 

been declared therapeutic goods since 8 February 1999 and 14 April 1999, respectively.12 

In general, food which are found to be represented as having a therapeutic use or purpose 

are referred to the Therapeutic Goods Administration for determination of their class.13  

 

The advertising of food is governed by two main codes: (1) Australia New Zealand Food 

Standards Code (the ANZFS Code) and (2) the Code of Practice on Nutrient Claims in 

Food Labels and in Advertisements (the CoPoNC). The advertising is also governed by 

section 52 the Trade Practices Act 1974 (Cth) and the Fair Trading legislation.14  

 

Advertisements of food are permitted to carry nutrient content claims which are in 

accordance with the Policy Guidelines established by the Australia and New Zealand Food 

Regulation Ministerial Council.15 This policy guideline sets out policy principles relevant to 

the regulation of nutrient content and health claims.16 Nutrient claims are claims about the 

effect of nutrients in the food. Nutrient claims are defined in Standard 1.2.8 of the Australia 

New Zealand Food Standard Code as ‗a representation that states, suggests or implies 

that a food has a nutritional property whether general or specific and whether expressed 

affirmatively or negatively, and includes a reference to (1) energy;  (2) salt, sodium or 

potassium; (3) amino acids, carbohydrate, cholesterol, fat, fatty acids, fibre, protein, starch 

                                                        
11 See the Therapeutic Goods Administration, Department of Health and Ageing, Australia, Section 7 
Declaration – Food or Therapeutic Goods? Background.‘ (2006) <http://www.tga.gov.au/cm/cmreg-
aust.htm.>. (‘Section 7 Declaration – Food or Therapeutic Goods’). 
 
12 Ibid.  
 
13 Ibid.  
 
14 See Food Standards Australia New Zealand Final Assessment Report- Proposal P293 – Nutrition, Health 
and Related Claims (11 April 2008). (‗Final Assessment Report- Proposal P293’). 
 
15 Ibid. 
 
16 Ibid [ii] - [iii]. 
 

http://www.tga.gov.au/cm/cmreg-aust.htm%20at%2023%20February%202008
http://www.tga.gov.au/cm/cmreg-aust.htm%20at%2023%20February%202008
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or sugars; (4) vitamins or minerals; (5) any other nutrient or (6) a biologically active 

substance‘.17  

 

Food advertisements are, however, not permitted to carry therapeutic claims except for 

one type, namely, a claim relating to ‗maternal folate consumption with reduced risk of 

foetal neural tube defects in women around the time of conception‘.18  

 

In April 2008, the FSANZ proposed the use of seven additional claims in labels and 

advertisements.19 These claims have been suggested in a ‗guideline document‘ called the 

‗draft standard‘.20 The draft standard, which was prepared in response to the policy 

guidelines,21 sets out details surrounding the making of the nutrient, health and related 

claims.22 It categorised health claims into three types, namely (1) nutrient content claims, 

which are ‗claims regarding the presence or absence of a property of the food, other than a 

claim about alcohol content‘; (2) general level health claims, which are claims that relate a 

nutrient or substance in a food to its effect on health functions, but not to a serious disease 

or biomarker of a serious disease and (3) high level health claims, which are claims that 

‗directly or indirectly refer to a serious disease or a biomarker‘.23 The high level health 

claims, which are commonly referred to as ‗food-disease relationships‘, must be pre-

approved by the FSANZ before they can be disseminated in advertisements. 24 

 

A total of eight types of food-disease claims have been proposed for inclusion in labels and 

advertisements.25 These claims relate to: (1) calcium and vitamin D as a cause of a 

                                                        
17 See Australia New Zealand Food Standards Code Standard 1.2.8. 
 
18 Ibid Standard 1.1.A 2.  
 
19 Final Assessment Report- Proposal P293 above n 14, 82 – 85. 
 
20 Ibid ii. 
 
21 The Policy Guideline recommends, amongst other things, that a guideline document providing details of 
the nutrient content and general level health claims is made available. Ibid 13. 
 
22 Final Assessment Report- Proposal P293 above n 14.   
 
23 Ibid 18-19. 
 
24 Ibid 18-19. 
 
25 Ibid 29. Such claims, however, are required to meet the ‗compositional criteria based on the nutrient 
profiling scoring criteria‘ before pre-approval. Ibid 29. 
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reduced risk of osteoporosis in women aged 65 years and above; (2) calcium as a cause of 

enhanced bone mineral density; (3) folic acid as a cause of reduced risk of foetal neural 

defects in women of child bearing age;26 (4) saturated fatty acids associated with a 

reduction of blood cholesterol, total blood cholesterol, blood low-density lipoprotein (LDL) 

cholesterol, total serum cholesterol and serum cholesterol; (5) saturated and trans-fatty 

acids associated with a reduction in blood cholesterol, total blood cholesterol, blood (LDL)-

cholesterol, serum LDL-cholesterol, total serum cholesterol or serum cholesterol levels; (6) 

sodium as a cause for the maintenance of normal blood pressure or reduced blood 

pressure in adults; (7) increased intake of vegetables and fruits associated with a reduction 

in the risk of coronary heart disease and (8) high intake of fruit and vegetables with a 

reduced risk of coronary heart disease.27  

 

These claims, however, are not permissible unless they have met the criteria and 

conditions for making the claims.28 These are basically: (1) substantiations according to the 

‗Scientific Substantiation Framework‘. Substantiation are determined by either using the 

FSANZ list of nutrient function statements, deriving claims from the food-disease 

relationship (for high level health claims), or the use of an authoritative source or 

systematic review as specified in the Scientific Substantiation Framework; (2) wording 

conditions, namely, the referencing of food or substance of food to health benefits and (3) 

nutrient profiling scoring criteria which is essentially an eligibility criteria for food.29 Food-

disease claims, other than the eight types proposed by FSANZ must be submitted to 

FSANZ for pre-approval.30 Here, FSANZ will be guided by principles and procedures set 

out in an Application Handbook.31  

 

                                                                                                                                                        
 
26 This claim is already permitted to be carried on advertisements. 
 
27 Final Assessment Report- Proposal P293, above n 14, 82 -85. 
 
28 Ibid 21.  
. 
29 Ibid. 
 
30 Ibid 29. 
 
31 Ibid. 
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The implementation of the draft standard is currently on hold, pending the commencement 

of the independent review of food labelling law and policy.32 In March 2009, a Consultation 

Paper on the changes proposed, namely, ‗the regulation of general level claims and the 

revision of the text and structure of draft Standard 1.2.7‘, has been released by the FSANZ. 

Seventy one submissions in response to the Consultation Paper have been received and 

the FSANZ is currently considering submitter comments. It is noted that there will be a 

delay in the commencement of the independent review of food labelling law and policy, and 

thus the Ministerial Council has extended reporting period for the FSANZ to complete the 

review to April 2011.33 Until such time food products which carry ‗food-disease claims‘ 

other than the permissible claim34 will be regarded as therapeutic goods.35 

 

There is a category of products known as ‗special purpose food‘, which seeks to deliver 

adequate nutrition to groups of people who lack sufficient consumption of solid food.36 Four 

kinds of products are classified as ‗special purpose food‘: (1) infant formula;37 (2) food for 

infants;38 (3) formulated meal replacement and formulated supplementary food;39 and (4) 

sports food.40 These types of products are designed to treat specific health conditions or 

cater for a special need, and are thus permitted to carry claims reflecting those conditions 

or needs.  

 

                                                        

32See the Food Standards Australia New Zealand, Nutrition, Health and Related Claims, < 
http://www.foodstandards.gov.au/consumerinformation/labellingoffood/nutritionhealthandrelatedclaims/>  

33 Ibid.  

34 As stated earlier, the permissible claim is the claim which relates maternal folate consumption and reduced 
risk of foetal neural tube defects in women around the time of conception.  
 
35 Australia New Zealand Food Standards Code Standard 1.1.A 2.  
 
36 Ibid Part 2.9. 
 
37 Ibid Standard 2.9.1. 
 
38 Ibid Standard 2.9.2. 
 
39 Ibid Standard 2.9.3. 
 
40 Ibid Standard 2.9.4. 
. 

http://www.foodstandards.gov.au/consumerinformation/labellingoffood/nutritionhealthandrelatedclaims/
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There are also categories of food known as (1) medical food;41 (2) food supplements for 

special diets42 and (3) macronutrient modified food.43 These are acknowledged in the 

Australia New Zealand Food Standards Code, but no attempts have been made to specify 

rules or provisions regulating them.44  

 

In addition, there is a category known as ‗functional food‘. Functional food is ordinarily 

accepted as food which has additional health benefits over and above its basic nutritional 

values.45 This category does not exist as a separate category in the existing regulatory 

system. It is ordinarily regulated as therapeutic goods by virtue of section 7 of the 

Therapeutic Goods Act 1989 (Cth).46 It is likely that functional food is not established as a 

separate category within the regulatory system because the control for functional food 

exists in other forms.47 Functional food does, to a certain extent, overlaps with ‗special 

purpose food‘ if they provide benefit to a certain group of population.48 Some form of 

declaration distinguishing functional food from other types of food, and thereby providing a 

specific framework for its regulation is, however, seen as pertinent, and an initiative to 

provide a declaration with regard to its status is being considered. Both the Therapeutic 

Goods Administration and the FSANZ have begun to resolve issues relating to the food 

and medicine interface.49 Proposals have been made to declare products in the form of 

capsules, tablets, and pills as therapeutic goods.50  

                                                        
41 Ibid Standard 2.9.5. 
 
42 Ibid Standard 2.9.6. 
 
43 Ibid Standard 2.9.7. 
 
44 The relevant pages of the Code are left blank, stated as ‗reserved for future inclusion‘. Ibid Part 2.9. 
 
45 No Seong Kwak and David John Jukes, 'Functional Foods: The Impact on Current Regulatory Terminology' 
(2001) 12 Food Control 109, 109. 
 
46 Section 7 Declaration – Food or Therapeutic Goods, above n 11; Therapeutic Goods Administration, 
Department of Health and Ageing, Australia, Public Submission: Proposed Section 7 Declaration that 
Products in Capsules, Tables and Pills are Therapeutic Goods (21 January 2010) 
<http://www.tga.gov.au/cm/consult/cons-s7declaration-chc.pdf - 133k - [ pdf ] >. (‘Public Submission: 
Proposed Section 7 Declaration in Capsules, Tables and Pills’). 
 
47 Kwak and Jukes, above n 45, 116. 
 
48 Ibid. 
 
49 Public Submission: Proposed Section 7 Declaration in Capsules, Tables and Pills, above n 46. 
 
50 Ibid. 
 

http://www.tga.gov.au/cm/consult/cons-s7declaration-chc.pdf%20-%20133k%20-%20%5b%20pdf%20%5d
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4.2.1.3  Dietary Supplements  

Dietary supplements in Australia are referred to as complementary medicines. 

Complementary medicines include vitamins, herbal medicines, nutritional substances, 

traditional medicines, homeopathic remedies and aromatherapy products.51 Defined as a 

‗therapeutic goods consisting wholly or principally of one or more designated active 

ingredients, each of which has a clearly established identity and a traditional use‘,52 these 

categories of products are required to comply with the rules applicable to therapeutic 

goods.  

 

Complementary medicine is also referred to as 'alternative medicines', 'natural medicines' 

and 'holistic medicines'. In essence, these are low risk medicines and are intended to be 

used for relief of symptoms of minor, self-limiting conditions, and for maintaining health and 

well being, or the promotion or enhancement of health.53 

4.2.1.4 Cosmetics 

Cosmetic products are regulated by the National Industry Chemicals Notification and 

Assessment Scheme (‗NICNAS‘) under the Industrial Chemical (Notification and 

Assessment) Act 1989 (Cth) (the ICNA Act).54 They are also governed by the Trade 

Practices (Consumer Product Information Standards) (Cosmetics) Regulations 1991, which 

is the specific regulation that governs cosmetic products in Australia. In addition, rules 

pertaining to the regulation of cosmetic products are also specified under the NICNAS 

Cosmetics Guidelines 2007 (NICNAS Guidelines).55 The NICNAS Guidelines explains the 

meaning of term ‗cosmetics‘, and details the requirements to be met by cosmetic 

                                                        
51 Therapeutic Goods Act 1989 (Cth) Part 6-4. 
 
52 The term ‗traditional use‘ refers to ‗use of the designated active ingredient that is well documented, or 
otherwise established, according to the accumulated experience of many traditional healthcare practitioners 
over an extended period; and accords with well-established procedures of preparation, application and 
dosage‘. See Ibid s 52F. 
 
53Therapeutic Goods Administration, Department of Health and Ageing, Australia The Regulation of 
Complementary Medicines in Australia, <http://www.tga.gov.au/cm/cmreg-aust.htm>. 
 
54Therapeutic Goods Administration, Department of Health and Ageing, Australia, Cosmetic Claims 
Guidelines <http://www.tga.gov.au/docs/html/cocslaim.htm>. 
 
55 The Guideline which was drafted in accordance with amendments made to the ICNA Act, in 2007. 
 

http://www.tga.gov.au/docs/html/cocslaim.htm
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products.56 It also specifies the types of products that are regulated as cosmetic products 

and illustrates, by way of examples, products which continue to be regulated as cosmetics. 

In addition, the consequences of non-compliance with requirements are spelled out.57 

 

Cosmetic products are defined as ‗substance[s] or preparation[s] intended for placement in 

contact with any external part of the human body, including the mucous membrane of the 

oral cavity, and the teeth, with a view to: (a) altering the odours of the body; (b) changing 

its appearance; (c) cleansing it; (e) maintaining it in good condition; (f) perfuming it or (g) 

protecting it‘.58 They are regulated as cosmetics if their purposes are to merely cleanse, 

maintain, protect, perfume or change appearance, as indicated in the definition. 

 

When cosmetic products have ‗therapeutic orientated functions‘ in addition to their 

cosmetic function, two factors, the composition and the proposed uses of the products, are 

considered. First, if there is in the composition of the product, ‗an ingredient or a 

concentration of ingredient which could result in the product [becoming] unsuitable [for use] 

as cosmetics‘, then it is referred to the Therapeutic Goods Administration for classification 

as therapeutic goods,59 and second, if the proposed use of the product is therapeutic, then 

the products are classified as therapeutic goods.60  

 

The process of referring to Therapeutic Goods Administration for determination of 

classification is, to a certain extent, simplified with the introduction of the Therapeutic 

Goods (Excluded) Order No 1 of 2008 (the ‗TGEO 2008‘), which categorizes products into 

three groups: (1) ‗goods that are not therapeutic goods‘; (2) ‗goods that are not therapeutic 

goods when used, advertised, or presented in a particular way‘ and (3) ‗goods that are not 

therapeutic goods, with allowable limited therapeutic use when advertised, represented or 

                                                        
56 NICNAS Cosmetics Guidelines 2007 Part B. 
 
57 Ibid Part D. 
 
58 Trade Practices (Consumer Product Information Standards) (Cosmetics) Regulations 1991 s 3. 
 
59 See Therapeutic Goods Administration, Department of Health and Ageing, Australia, Regulation of 
Cosmetics <http://www.tga.gov.au/index.htm>. 
 
60 See definition of ‗therapeutic goods‘ and ‗therapeutic use‘ in the Therapeutic Goods Act 1989 (Cth) s 3.  
 

http://www.tga.gov.au/index.htm
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presented for supply in a particular way‘. Eight types of cosmetic products61 (with certain 

allowable claims),62 are excluded from classification as therapeutic goods despite 

therapeutic claims in advertisements.63  

4.2.1.5 Implication of Classification as Therapeutic Goods 

In the foregoing sections, it has been noted that both prescription and non-prescription 

drugs and complementary medicines are declared as therapeutic goods. Products, such as 

food and cosmetics can fall within the classification of therapeutic goods by virtue of their 

composition, ingredients and intended use. Exemption is, however, granted in some limited 

circumstances. 

 

Two methods are ordinarily used to determine the classification when there is an overlap 

between ‗food and drugs‘ and ‗cosmetic and drugs‘. The matter can be referred to the 

Therapeutic Goods Administration for clarification, and in the case of cosmetic products, 

reference can also be made to the TGEO 2008, which provides details of the types of 

products which fall within the classification of therapeutic goods or representations which 

result in products being classified as therapeutic goods.  

 

Products which are classified as therapeutic goods are subject to drug safety controls, 

which involve the requirement to demonstrate that the products are safe and effective 

                                                        
61 The types of products include: (1) ‗tinted bases of foundation (liquids, pastes or powder) with sunscreen‘; 
(2) ‗products intended for application to the lips with sunscreen‘; (3) ‗moisturizing products with sunscreen for 
dermal application including anti-wrinkle, anti-ageing and skin whitening‘; (4) sunbathing products (for 
example, oils, creams or gels, including products for tanning without sun and after sun care products) with a 
sun protection factor of at least 4 and not more than 15; (5) antibacterial skin products; (6) anti-acne skin care 
products (including spot treatments, cleansers, face scrubs and masks; (7) oral hygiene products for care of 
the teeth and the mouth (for example dentifrices, mouth washes and breath fresheners; and (8) anti-dandruff 
hair care products. see Therapeutic Goods (Excluded Goods) Order No. 1 of 2008 s 6. 
 
62 For example: (1) sunbathing products with a sun protection factor of at least 4 and not more than 15, may 
carry representation in connection with the product about pre-mature ageing linked to sun-exposure; (2)  anti-
bacteria skin products may present as being active only against bacteria; (3) anti-acne skin care products 
may present as controlling, or preventing acne only through cleansing, moisturizing, exfoliating or drying of 
the skins; (4) oral hygiene products may pledge benefits which result related to improvements to oral 
hygiene, including the prevention of tooth decay or the use of fluoride for the prevention of tooth decay; and 
(5) anti-dandruff hair-care products may be presented as controlling and preventing dandruff only through 
cleansing, moisturizing, exfoliating and drying of the scalp. Therapeutic Goods (Excluded Goods) Order No. 1 
of 2008 s 6. 
 
63 Ibid s 6 (a). The products must be classified as cosmetics under the ICNA Act before claims could be 
made.   
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based on adequate and scientific testing before they may be marketed. It also includes 

post-marketing surveillance for adverse reaction and product recalls. The responsibility to 

ensure that drug safety controls are adequately carried out is entrusted to the Therapeutic 

Goods Administration under section 63(1) of the Therapeutic Goods Act 1989 (Cth). 

Section 63 (1) of the Therapeutic Goods Act 1989 (Cth) provides that the Governor-

General may ‗make regulations, not consistent with this Act, prescribing matters: (a) 

required or permitted to be prescribed by this Act or (b) necessary or convenient to be 

prescribed for carrying out or giving effect to this Act. Section 63 (2) (g) of the Act further 

provides that the Governor-General may ‗make provision for the testing of therapeutic 

goods, the inspection of manufacturing operations or the evaluation of data concerning 

therapeutic goods…‘.  

 

Pursuant to section 63 (2) (g) of the Therapeutic Goods Act 1989 (Cth), regulations 

pertaining to testing of products have been established in the Therapeutic Goods 

Regulations 1990 (Cth). Regulation 28 of the Therapeutic Goods Regulations 1990 (Cth) 

provides that a ‗relevant test‘ must be carried out to determine whether particular 

therapeutic goods (other than medical devices) are goods that conform with a standard 

applicable to them. The ‗relevant test‘ is specified to include: 

(a)  ‗a test specified by the Minister in an order under section 10 of the Act for those 

goods in relation to that standard and  

(b)  a test specified in a monograph in the British Pharmacopoeia[64] in relation to that 

standard if: 

(i)  those goods are for use in humans and 

(ii)  the Minister has not specified a test in an order under section 10 of the Act 

for those goods in relation to that standard‘.  

 

 

                                                        
64 The British Pharmacopoeia (BP) is the official collection of standards for UK medicinal products and 
pharmaceutical substances. Produced by the British Pharmacopoeia Commission Secretariat of the 
medicines and Healthcare products Regulatory Agency, the BP makes a valuable contribution to public 
health by setting publicly available standards for the quality of medicines. It contains: (1) Monographs 
including British Pharmacopoeia (Veterinary) monographs; (2) Test methods; (3) Infrared reference spectra 
(4) Supplementary information. See the British Pharmacopoeia <http://www.pharmacopoeia.co.uk/>. 
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Section 10 of the Therapeutic Goods Act 1989 (Cth) provides that; 

(1) The Minister may, by an order published in the Gazette, determine that 

matters specified in the order constitute a standard for therapeutic goods 

or a class of therapeutic goods identified in the order (whether or not those 

goods are the subject of a monograph in the British Pharmacopoeia or the 

British Pharmacopoeia (Veterinary)). 

(2)  Without limiting the generality of subsection (1), an order establishing a 

standard for therapeutic goods may: 

(a)  be specified by reference to: 

(i) the quality of the goods or 

(ii)  the quantity of the goods when contained in specified 

containers or 

(iii)  procedures to be carried out in the manufacture of the 

goods or 

(iv)  a monograph in the British Pharmacopoeia or the British 

Pharmacopoeia (Veterinary) or 

(v) a monograph in another publication approved by the 

Minister for the purposes of this subsection or 

(vi) such a monograph as modified in a manner specified in 

the order  

establishing the standard or 

(vii)  a standard published by the Standards Australia 

International Limited or 

(viii)  such other matters as the Minister thinks fit or 

(b) require that a matter relating to the standard be determined in 

accordance with a particular test or 

(c) require that therapeutic goods, or a class of therapeutic goods 

identified in the order, be labelled or packaged in a manner, or 

Medicines and other therapeutic goods that are not medical 

devices kept in containers that comply with requirements, 

specified in the order. 
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As explained at [4.2.1.1], therapeutic goods must be either registered or listed in the ARTG 

before they can be marketed.65 The registration or listing is carried out based on a risk 

evaluation. Therapeutic goods which are high risk are evaluated for quality, safety and 

efficacy before they are considered for registration in the ARTG.66 The evaluation is carried 

out based on factors such as the ‗strength of a product, side effects, potential harm through 

prolonged use, toxicity and the seriousness of the medical condition for which the product 

is intended to be used‘.67 If upon assessment it is found that the risk associated with the 

use of the product outweighs the benefits, the product may be refused registration,68 

otherwise the products are approved for registration. Once approved for registration, 

further conditions may be imposed, such as a condition on manufacturing, scheduling, 

labelling, supply (hospital only) and a condition pertaining to Product Information69 and 

Consumer Medicine Information.70  

 

Therapeutic goods which are low risk are assessed for quality and safety before they are 

listed.71 Low-risk therapeutic goods are listed by manufacturer based on a self-assessment 

of the risk and are checked through Therapeutic Goods Administration‘s Electronic Listing 

Facility software.72 Listed therapeutic goods are required to comply with the Code of Good 

Manufacturing Practices73 and manufacturers are required to hold evidence of product 

safety and efficacy.74 

                                                        
65 Therapeutic Goods Act 1989 (Cth) s 9A. 
 
66 Ibid s 25(1) (d). 
 
67 Therapeutic Goods Administration, Department of Health and Ageing, Australia, Regulation of Therapeutic 
Goods in Australia < http://www.tga.gov.au/docs/html/tga/tgaginfo.htm > (‗Regulation of Therapeutic Goods’). 
 
68 Therapeutic Goods Administration, Department of Health and Ageing, Australia, The Therapeutic Goods 
Administration’s Risk Management Approach to the Regulation of Therapeutic Goods (July 2004) 15. (‘The 
Therapeutic Goods Administration’s Risk Management Approach’). 
 
69 ‗Product Information‘ is described as ‗information in relation to therapeutic goods, means information 

relating to the safe and effective use of the goods, including information regarding the usefulness and 
limitations of the goods. See Therapeutic Goods Act 1989 (Cth) s 9D (5). 
 
70  The Therapeutic Goods Administration’s Risk Management Approach, above n 68, 15. 
 
71 Therapeutic Goods Act 1989 (Cth) s 26. 
 
72Ibid s 26BA; The Therapeutic Goods Administration’s Risk Management Approach, above n 68, 15. 
 
73 The Therapeutic Goods Administration’s Risk Management Approach, above n 68, 16. 
 
74 Ibid. 
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A system of ‗risk management‘ is used to continuously assess the safety and efficacy of 

therapeutic goods. ‗Risk management‘, means ‗determining the likelihood of a risk being 

realised, what can cause this and what effect is likely.‘75 In essence, it is an assessment of 

how risks posed by therapeutic goods may be reduced to an acceptable level using 

available measures.76 It is acknowledged that therapeutic goods may pose risks at various 

stages. Risks could be caused by products themselves.77  These risks relate to ‗ingredients 

in the products, dosages form of products, strength of products, toxicity, or potential harm 

through prolonged use‘.78 There may also be risks from poor manufacturing processes 

(meaning the product may not contain the relevant ingredients).79 Risk may also be caused 

by the way drugs are prescribed and by the way a patient uses the products (based on 

information from the label).80 Risk management aims to minimize these potential risks to an 

acceptable level. 

 

Therefore, the implication of classification of products as therapeutic goods is that these 

products are required to establish that they are safe and effective before they are marketed 

and during their clinical use. This is carried out through scientific testing of the product and 

risk assessments at various stages. The manufacturers of these products are, however not 

required to prove that there is no risk involved in the use of these products, instead that the 

benefits of using the products outweigh any known risk before the products are made 

available in the market. The controls imposed before products are advertised to consumers 

are intended to supplement the advertising controls, which are discussed in the following 

section. 

 

                                                        
75 Ibid 5. 
 
76 Ibid. 
 
77 Ibid 8. 
. 
78 Ibid. 
 
79 Ibid. 
 
80 Ibid. 
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4.3 THE REGULATION OF THERAPEUTIC GOODS (MEDICINAL 

PRODUCTS) ADVERTISING IN AUSTRALIA 

In this section, the rules and regulatory controls employed in the regulation of therapeutic 

goods advertising are examined. The laws that govern the advertising of therapeutic goods 

are explored in [4.3.1]. In [4.3.2], the regulatory controls, such as pre-market approvals, 

complaint handling of advertisements and enforcement of violations of laws are examined. 

4.3.1 The Laws governing the Advertising of Therapeutic Goods in Australia 

The advertising of therapeutic goods in Australia is governed by three legislative regimes: 

(1) the Commonwealth; (2) States and Territories and (3) industry self-regulatory regimes. 

Under the Commonwealth regimes, the rules governing the advertising of therapeutic 

goods, which are set out in the Therapeutic Goods Act 1989 (Cth), the Therapeutic Goods 

Regulations 1990 (Cth) and the Therapeutic Goods Advertising Code 2007 (Cth), are 

looked at. The advertising rules set out under Part V of the Trade Practices Act 1974 (Cth) 

are also examined. In addition, the States and Territories each have their own laws 

governing the advertising of therapeutic goods, and these are also explored. There are 

also industry codes of practices, namely the (1) ASMI Code of Practice 2009;  (2) 

Complementary Healthcare Council of Australia Code of Practice for the Marketing of 

Complementary Healthcare and Healthfood Products 2005, (hereinafter referred to as 

CHCA Code of Practice 2005) and (3) Medicine Australia Code of Conduct (Edition 16) 

2010 and its Code of Conduct Guidelines. 

 

This section of the chapter details the laws that govern the advertising of therapeutic goods 

so as to enable an assessment of the extent to which the rules facilitate the regulation of 

advertising of medicinal products.  

4.3.1.1 The Commonwealth Legislative Regime  

The Commonwealth regime consists of the Therapeutic Goods Act 1989 (Cth), the 

Therapeutic Goods Regulations 1990 (Cth), the Therapeutic Goods Advertising Code 2007 

(Cth) and the Trade Practices Act 1974 (Cth). The Therapeutic Goods Act 1989 (Cth) is the 

main Commonwealth legislation governing the regulation of therapeutic goods. In the 
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context of advertising, it prescribes the regulations in relation to (1) pre-approvals of 

advertisements; (2) uses of prohibited advertisements; (3) uses of restricted and required 

representations in advertisements; (4) non-compliance with or breach(es) of requirements 

of advertising as specified under the Therapeutic Goods Advertising Code 2007 (Cth) and 

(5) applications for use of restricted representations in advertisements of therapeutic 

goods. The Therapeutic Goods Regulations 1990 (Cth), which is made pursuant to the 

Therapeutic Goods Act 1989 (Cth), stipulate regulations including rules governing pre-

approval of advertisements of designated therapeutic goods (which are therapeutic goods 

other than prescription drugs) and associated matters. The Therapeutic Goods Advertising 

Code 2007 (Cth) stipulates principles governing (1) pre-approvals of advertisements; (2) 

use of prohibited, restricted and required representations and (3) general principles.81 In 

addition, the Trade Practices Act 1974 (Cth), the Act that governs trade practices and 

consumer protection in general, regulates advertising across-the-board, including the 

advertising of therapeutic goods.  

 

Provisions relating to the advertising of therapeutic goods as stipulated in the Therapeutic 

Goods Act 1989 (Cth), Therapeutic Goods Regulations 1990 (Cth) and Therapeutic Goods 

Advertising Code 2007 (Cth) are comprehensive and voluminous, and an issue is whether 

this enhances the regulation of therapeutic goods advertising or otherwise. The provisions 

in these laws are examined below so as to enable the assessment of this issue at [6.3.3] of 

Chapter 6. 

(a) Therapeutic Goods Act 1989 (Cth)  

The Therapeutic Goods Act 1989 (Cth) aims to ‗provide for the establishment and 

maintenance of a national system of control for therapeutic goods and to ensure quality, 

safety, efficacy and timely availability of therapeutic goods used in Australia, whether 

produced in Australia or elsewhere or exported from Australia.‘82 In the context of 

advertising, it broadly prescribes: (1) the advertising offences;83 (2) the rules governing the 

                                                        
81 Non-compliance(s) or breach(s) of provisions of the Therapeutic Goods Regulations 1990 (Cth) and 
Therapeutic Goods Advertising Code 2007 (Cth) are actionable under the Therapeutic Goods Act 1989 (Cth).  
 
82 Therapeutic Goods Act 1989 (Cth) 4 (1) (a). 
 
83 Ibid ss 42C (1), (2), (4) and (6). 
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approval of the use of prohibited and restricted representations84 and (3) the exclusion of 

the application of the Act to advertisements directed at healthcare professionals.85  

 

Essentially, the Therapeutic Goods Act 1989 (Cth) prescribes offences if certain regulatory 

requirements are not met or prohibitions relating to advertising are not observed. For 

example, a failure to obtain a pre-market approval for advertisements of therapeutic goods 

is an offence.86 Further, displaying advertisements without approval numbers, displaying 

false approval numbers and displaying expired approval numbers are offences under the 

Act.87 In addition, it is an offence if the advertisement: (1) contains a prohibited 

representation without an approval;88 or (2) does not contain a required representation;89 or 

(3) contains a restricted representation without an approval.90   

 

A prohibited representation is ‗any representation regarding abortifacient actions, 

treatments, cure or prevention of neoplastic, sexually transmitted diseases (STD), HIV 

AIDS and/or HCV and mental illness.‘91 A required representation is a statement that must 

be stated in advertisements regarding the use and characteristics of goods such as, a list 

of active ingredients, serious adverse effects or other related matters. For example, 

prominent display of key phrases such as ‗‗‘ALWAYS READ THE LABEL‘, ‗USE AS 

DIRECTED‘, ‗IF SYMPTOMS PERSIST SEE YOUR DOCTOR OR HEALTHCARE 

PROFESSIONALS‘, ‗YOUR PHARMACIST‘S ADVICE IS REQUIRED‘, AND ‗YOUR 

[APPROPRIATE HEALTHCARE PROFESSIONAL] WILL ADVISE YOU WHETHER THIS 

PREPARATION [PRODUCT NAME] IS SUITABLE FOR YOU/YOUR FAMILY‘,‖ is required 

representation.92 Restricted representations are representations that are not permissible 

                                                        
 
84 Ibid ss 42DD - 42DK. 
 
85 Ibid s 42AA. 
 
86 Ibid s 42DL  
 
87 Ibid s 42C (4) (b). 
 
88 Ibid s 42DD (2). 
 
89 Therapeutic Goods Advertising Code 2007 (Cth) s 6 (3). It is an offence if the provisions in the Therapeutic 
Goods Advertising Code 2007 is not complied with. See Therapeutic Goods Act 1989 (Cth) s 42DM. 
 
90 Therapeutic Goods Act 1989 (Cth) s 42DF.  
 
91 See Therapeutic Goods Advertising Code 2007 (Cth) Pt 1 Appendix 6. 
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unless approvals are obtained.93 There is a list of twenty types of serious diseases, 

conditions, ailments and defects for which the advertising is restricted.94  

 

It is also an offence to advertise goods or substances or preparations, which are included 

in Schedule 3, 4 or 8 of the Poisons Standards,95 unless they are listed under Appendix H 

of the Poisons Standard and made by or on behalf of the Commonwealth.96 

 

An important requirement is that all therapeutic goods, unless exempted,97 must be 

entered in the ARTG.98 Hence, advertisements for therapeutic goods which have not been 

entered in the ARTG,99 or refer to indications that are not included in the Register, are 

unlawful in Australia.100 

(b) Therapeutic Goods Regulations 1990 (Cth) 

The Therapeutic Goods Regulations 1990 (Cth) came into force alongside the Therapeutic 

Goods Act 1989 (Cth) on 15 February 1991. The rules in the Therapeutic Goods 

Regulations 1990 (Cth) are established pursuant to Sections 63 (1) and (2) (c) of the 

                                                                                                                                                        
92 Ibid s 6 (3).  
 
93 Therapeutic Goods Act 1989 (Cth) s 42DF.  
 
94 They are: (1) cardiovascular diseases; (2) dental and periodontal diseases; (3) diseases of joint collagen 

and rheumatic disease; (4) diseases of the eye or ear likely to lead to blindness or deafness; (5)diseases of 

the liver, biliary system or pancreas; (6)endocrine diseases and conditions including diabetes and prostatic 

disease; (7) gastrointestinal diseases or disorders; (8) haematological diseases; (9) infectious diseases; (10) 

immunological diseases; (11) mental disturbances; (12) metabolic disorders; (13) musculo-skeletal diseases; 

(14) nervous system diseases; (15) poisoning, venomous bites and stings; (16) renal diseases; (17) 

respiratory  diseases; (18) skin diseases; (19) substance dependence; (20) urogenital diseases and 

conditions. See Therapeutic Goods Advertising Code 2007 (Cth) s 5 (2) & Pt 2 Appendix 6. 

 
95 Therapeutic Goods Act 1989 (Cth) S 42DL (1) (f).  The ‗Poisons Standard‘ refers to the Standard for 
Uniform Scheduling of Drugs and Poison published by the Australian Health Ministers‘ Advisory Council: at s 
52A. 
 
96 Ibid s 42DL (3) (b). 
 
97 Ibid s 42DL (3) (c). 
 
98 Ibid s 9A.  
 
99 Ibid s 42DL (1) (g). 
 
100Ibid s 22 (5). 
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Therapeutic Goods Act 1989 (Cth), which enables the Governor–General to prescribe 

regulations for advertising therapeutic goods.  

 

In the context of advertising therapeutic goods, the Therapeutic Goods Regulations 1990 

(Cth) prescribes regulations concerning approvals of advertisements of designated 

therapeutic goods. It also establishes committees to deal primarily with matters concerning 

advertisements and complaint handling. Two committees, namely the Therapeutic Goods 

Advertising Code Council and the Complaints Resolution Panel (the CRP) have been 

established pursuant to Regulation 42A and Regulation 42R of the Therapeutic Goods 

Regulations 1990 (Cth).  

 

The regulations governing applications for approvals, refusal of approvals, withdrawals of 

approvals and variation of conditions of approvals of advertisements are prescribed in the 

regulations. The task of pre-approval of advertisements has been delegated to the ‗health 

products‘ industry associations, namely the CHCA101 and the ASMI,102 by the Secretary to 

Department of Health and Ageing.103 Nevertheless, the rules governing approvals of 

advertisements, stipulated in the Therapeutic Goods Regulations 1990 (Cth), govern the 

industry associations.104 Consequently, orders that can be made by the Secretary of the 

Department of Health and Ageing in respect of breaches of the Therapeutic Goods Act 

1989 (Cth), Therapeutic Goods Regulations 1990 (Cth) and the Therapeutic Goods 

Advertising Code 2007 (Cth) are also stipulated.105 The orders must be made on the 

recommendations of the CRP.106 

                                                        
 

101 The CHCA is the national body that is responsible to promote appropriate use of complementary 
healthcare and health-product in Australia. See CHCA Code of Practice 2005 s 2A. 
 
102 ASMI is a corporate representative for manufactures of non-prescription consumer healthcare products 
and its functions include ensuring that advertising and promotion are responsible and balanced. ASMI Code 
of Practice 2009 s 2.3. 
 
103 Therapeutic Goods Regulations 1990 (Cth) reg 5Q (3) and (4). 
 
104 Ibid regs 5F, 5G, 5H, 5L and 5K. The application for review by the Minister of decisions made by the 
Secretary to the Department of Health and Ageing and further applications of reviews by the Tribunal of 
decisions of the Minister on matters related to approvals, variations of approvals and withdrawal are 
prescribed under Regulation 5M and 5P of the Therapeutic Goods Regulations 1990 (Cth).  
 
105 Ibid regs 9 (1) (a) - (f). 
 
106 Ibid. 
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The discussion regarding pre-approval of advertisement is further elaborated at [4.3.2.1] of 

this chapter. 

 (c) Therapeutic Goods Advertising Code 2007 (Cth)  

The Therapeutic Goods Advertising Code 2007 (Cth) aims to ensure the ‗... advertising of 

therapeutic goods to consumers is conducted in a manner that promotes the quality use of 

therapeutic goods, is socially responsible and does not mislead or deceive the 

consumer.‘107 The provisions under the Therapeutic Goods Advertising Code 2007 (Cth) 

are established pursuant to section 3(1) of the Therapeutic Goods Act 1989 (Cth), which 

defines the Therapeutic Goods Advertising Code as the code in force under section 42B 

(1) (a) the Therapeutic Goods Regulations 1990 (Cth). The provisions in this Code are 

consistent with the World Health Organization (WHO): Ethical Criteria for Medicinal Drug 

Promotion 1988.108 However, in the event of a conflict between the Therapeutic Goods 

Advertising Code 2007 (Cth) and WHO guidelines, the Therapeutic Goods Advertising 

Code 2007 (Cth) would prevail.109  

 

The Therapeutic Goods Advertising Code 2007 (Cth) prescribes the rules governing the 

advertising of therapeutic goods which is directed at consumers.110 The rules broadly 

include: (1) those governing pre-approvals of advertisements of therapeutic goods; (2) 

prohibitions and restrictions of certain representations in advertisements and (3) 

requirements for display of key phrases in advertisements. 

 

The Therapeutic Goods Advertising Code 2007 (Cth) also sets out the main pre-conditions 

for approval of advertisements, which include: (1) that pre-approvals are not permitted for 

advertisements depicting certain types of illnesses or conditions;111 (2) that approvals are 

not to be granted if prominent displays or broadcasts of key phrases in advertisements are 

                                                        
107 Therapeutic Goods Advertising Code 2007 (Cth) s 1 (1). 
 
108 World Health Organization, Ethical Criteria for Medical Drug Information, < 
http://apps.who.int/medicinedocs/en/d/Jwhozip08e/7.html> at 22 October 2010. 
 
109 Therapeutic Goods Advertising Code 2007 (Cth) s 1 (2).  
 
110 Ibid s 3 (1) (a). 
 
111 As specified under Appendix 6 of the Therapeutic Goods Advertising Code 2007 (Cth).  
 

http://apps.who.int/medicinedocs/en/d/Jwhozip08e/7.html
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not adhered to112 and (3) that general principles of advertising ensuring ethical and 

responsible advertising practices are complied with by advertisers.113 Adhering to these 

provisions of the Therapeutic Goods Advertising Code 2007 (Cth) is crucial, as non-

compliance with or breaches of the provisions are regarded as offences of strict liability.114  

 

The Code, however, does not regulate advertisements of therapeutic goods directed at 

healthcare professionals.115 It also does not regulate bona fide news, public interest or 

entertainment programs or information material which complies with the Price Information 

Code of Practice.116 The Price Information Code of Practice prescribes the conditions and 

the mechanisms under which information about the price of prescription medicines and 

certain pharmacist- only-medicines, may be given to the general public so as to enable 

them to consider the prices of medicines when deciding to obtain their medicines.117 

(d) Trade Practices Act 1974 (Cth)  

Advertisements of therapeutic goods are also subject to the law that regulates advertising 

in general, namely the Trade Practices Act 1974 (Cth).118 The Trade Practices Act 1974 

                                                        
112 Therapeutic Goods Advertising Code 2007 (Cth) s 6 (3).  
 
113 It is specified under section 4 (2) (a) – (j) of the Therapeutic Goods Advertising Code 2007 (Cth) that, 
advertisements must not be likely to arouse unwarranted and unrealistic expectations of product 
effectiveness; be likely to lead to consumers self-diagnosing or inappropriately treating potentially serious 
diseases; mislead or likely to mislead directly or by implications or through emphasis, comparison, contrast or 
omission; abuse the trust or exploit the lack of knowledge of consumers or contains language which could 
bring about fear or distress; contain any matters which is likely to lead persons to believe that they are 
suffering from a serious ailment or harmful consequences may result from not using the therapeutic product 
unless it is for sunscreen and consistent with current public health message; encourages or be likely to 
encourage, inappropriate or excessive use; contains any claims or statements or implication that it is 
infallible, unfailing, magical, miraculous, or that it is certain, guaranteed or sure cure; contains any claims, 
statements or implication that is effective in all cases of a condition; contains any claims, statement or 
implication that the goods are safe or that their use cannot harm or that they have not side effects or be 
directed at minors except the therapeutic goods listed in Appendix 5.  
 
114 Therapeutic Goods Act 1989 (Cth) s 42DM (1) and (2). 
 
115 Therapeutic Goods Advertising Code 2007 (Cth) s 3 (1) (b). 
 
116 Ibid s 3 (1) (c).  
 
117 Price Information Code of Practice 2006 (Cth) s 2 (a) and (b). 
 
118 The Trade Practices Act 1974 (Cth) aims to ‗enhance the welfare of Australians through the promotion of 
competition and fair trading and provision for consumer protection‘. See the Trade Practices Act 1974 (Cth) s 
2. 
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(Cth) has a broad range of provisions on trade practices and consumer protection. 

However, the relevant sections of the Trade Practices Act 1974 (Cth) that govern the 

advertising of goods (including therapeutic goods) are sections 52, 53 and 55 of the Trade 

Practices Act 1974 (Cth).  

 

Section 52 of the Trade Practices Act 1974 (Cth) prohibits a corporation from engaging in 

misleading or deceptive conduct, or conduct likely to mislead or deceive, in the course of 

trade and commerce. It has been interpreted by the courts in numerous cases. For 

example, terms such as, ‗misleading or deceptive‘ or ‗likely to mislead or deceive‘, which 

are not defined in the Act, must be understood through case law. In the case of Weitmann 

v Katies Ltd.119, the term ‗misleading or deceptive‘ is interpreted as meaning ‗lead astray in 

action or conduct, to lead into error, to cause to err‘, and the word ‗deceive‘ is  in terpreted 

as meaning ‗cause to believe what is false‘. In the case of Mc William Wines Pty Ltd v 

McDonald’s System of Australia Pty Ltd.120, the expression ‗likely to mislead or deceive‘ is 

interpreted as meaning ‗may mislead or deceive‘ or ‗may be expected to mislead or 

deceive‘ or ‗has a capacity or tendency to mislead or deceive‘. Then, in the case of Global 

Sportsman Pty Ltd v Mirror Newspaper Ltd.121 the word ‗likely‘ is explained as ‗real or not 

remote chance or possibility regardless of whether it is less or more than 50%‘.   

 

Section 53 of the Trade Practices Act 1974 (Cth) prohibits false representations in 

connection with the supply or possible supply of goods, and section 55 of the Trade 

Practices Act 1974 (Cth) prohibits ‗conduct that is liable to mislead the public as to the 

nature, the manufacturing process, the characteristics [and] the suitability for their 

purposes or the quality of goods‘. Numerous cases concerning deceptive advertising have 

also been dealt with under these provisions.122 

 

 

                                                        
119 See Weitmann v Katies Ltd. (1977) 29 FLR, 343. 
 
120 See Mc William Wines Pty Ltd v McDonald’s System of Australia Pty Ltd 1980 33 ALR 394, 410. 
 
121 Global Sportsman Pty Ltd v Mirror Newspaper Ltd (1984) ALR 25, 30. 
 
122 See generally Ray Steinwall, Butterworths Annotated Trade Practices Act 1974 (LexisNexis Butterworth, 
2010) 407- 478.  
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(e) Bodies that Administer the Act, the Accompanying Regulations and the Code 

The Therapeutic Goods Act 1989 (Cth) and the Trade Practices Act 1974 (Cth) are 

Commonwealth legislation, and the Therapeutic Goods Regulations 1990 (Cth) and the 

Therapeutic Goods Advertising Code 2007 (Cth) are the delegated legislation and code, 

respectively which together govern the regulation of therapeutics goods advertising in 

Australia. Three main regulatory bodies, namely (1) the Therapeutic Goods Administration; 

(2) the Therapeutic Goods Advertising Code Council and (3) the Australia Competition and 

Consumer Commission (‗ACCC‘), are responsible for administering these Acts, regulations 

and code. 

 

The Therapeutic Goods Act 1989 (Cth) and the accompanying Therapeutic Goods 

Regulations 1990 (Cth) are administered by the Therapeutic Goods Administration, a 

national regulator working in cooperation with State and Territory governments and the 

industry.123 The Therapeutic Goods Administration is responsible for the regulatory control 

of therapeutic goods in Australia.124 Its role includes taking regulatory action against 

advertisers who violate the law.125 It also proceeds with regulatory action when dealing with 

complaints referred by the Complaints Resolution Panels (CRP)126 and other bodies.127 

The CRP is a committee which is established under section 42R of the Therapeutic Goods 

Regulations 1990 (Cth) to ‗receive and consider complaints about advertisements … and 

also to take action and to make recommendations to the Secretary on the complaint…‘.128 

The Therapeutic Goods Administration may also refer matters to other regulatory agencies 

such as the ACCC for further actions.129  

                                                        
123 Therapeutic Goods Administration, Department of Health and Ageing, Australia, About the TGA 
<http://www.tga.gov.au/about/about.htm>;Therapeutic Goods Administration, Department of Health and 
Ageing, Australia,  What TGA Does <http://www.tga.gov.au/about/about.htm>. 
 
124 Ibid. 
 
125 Ibid. 
 
126 Therapeutic Goods Regulations 1990 (Cth) reg 42ZCAI (4) (a) – (i).  
 
127 If the complaint concerns a risk to public safety or if a complementary healthcare product has not been 
included in the ARTG, then the matter is referred to the Surveillance Unit of the Therapeutic Goods 
Administration for further action. See CHCA Code of Practice 2005 s 8.4.4. 
 
128 Therapeutic Goods Regulations 1990 (Cth) reg 42S. 
 
129 The ACCC takes legal action against companies and individuals for breaches of Trade Practices Act 1974 
(Cth).  

http://www.tga.gov.au/about/about.htm
http://www.tga.gov.au/about/about.htm
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The Therapeutic Goods Advertising Code 2007 (Cth) is administered by the Therapeutic 

Goods Advertising Code Council (the TGA Code Council). The TGA Code Council 

‗considers the requirements for the advertising of therapeutic goods and changes to the 

Therapeutic Goods Advertising Code 2007 (Cth)...‘.130 It considers and accepts 

submissions made to it on this purpose and advises the Minister accordingly‘.131 It also 

provides recommendations which assist the Minister in ‗achieving greater uniformity in 

approval processes and standards for advertising therapeutic goods in specified media and 

broadcast media‘.132  

 

The Trade Practices Act 1974 (Cth) is administered by the ACCC, the national agency 

established under section 6A (1) of the Part 11 of the Trade Practices Act 1974 (Cth) to 

deal with consumer protection issues under Part V of the Act. The ACCC‘s key 

responsibilities are to ensure that individuals and businesses comply with the 

Commonwealth competition, fair trading and consumer protection laws.  

4.3.1.2 States and Territory Legislative Regimes 

The States and Territories have their own laws that govern the advertising of therapeutic 

goods under two regulatory regimes: (1) a regime that specifically regulates the advertising 

of therapeutic goods; and (2) a regime that regulates advertising across-the-board. The 

Rhonda Galbally Review, which was undertaken to examine State and Territory Drugs, 

Poisons and Controlled Substances Legislation against the Principles of National 

Competition Policy recommended, amongst other suggestions, that all provisions relating 

to advertising in State and Territory Drugs, Poisons and Controlled Substances legislation 

be repealed and that the Therapeutic Goods Act (1989) (Cth) is accepted as the principal 

legislation that controls advertising of medicines for human use.133 The States and 

                                                                                                                                                        
 
130 Therapeutic Goods Regulations 1990 (Cth) 42B (1) (a). 
 
131 Ibid s 42B (1) (a). 
 
132 Ibid 42B (1) (b) 2.  
 
133 Rhonda Galbally, Review of Drugs, Poisons and Controlled Substances Legislation: Final Report Part A  
(January 2001), 66 (‗Galbally Review‘). 
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Territories agreed to consider this recommendation.134 It was noted that the States and 

Territories had, in general, supported the concept of complementary legislation.135 

 

The laws governing the advertising of therapeutic goods in the States and Territories are 

explored in this section of the chapter so as to assess the extent to which there is a 

uniform national system of controls on therapeutic goods. The status of both the 

Therapeutic Goods Act (1989) (Cth) and the Trade Practices Act 1974 (Cth) are explored. 

It will be seen that whilst some States and Territories have adopted the Therapeutic Goods 

Act (1989) (Cth) by reference into the legislation or by passing complementary legislation, 

some are yet to have done either. The Fair Trading Acts of the States and Territories which 

regulate the advertising in general is also applicable in the regulation of advertising of 

therapeutic goods. The wording of sections 52 and 53 of the Trade Practices Act 1974 

(Cth) is similar to the wording of the Fair Trading Acts of the States and Territories, save 

for one crucial difference, that sections 52 and 53 of the Trade Practices Act 1974 (Cth) 

are applicable to ‗corporations‘ whereas the relevant provisions of Fair Trading Acts are 

applicable to ‗persons‘. The wording of section 55 is identical to the wording of the relevant 

section in the Fair Trading Acts of the States and Territories. 

(a) New South Wales 

In New South Wales, Poisons and Therapeutic Goods Act 1966 (NSW) ‗…[regulates], 

[controls] and [prohibits] the supply and use of poisons, restricted substances, drugs of 

addiction, certain dangerous drugs and certain therapeutic goods...‘.136 The Poisons and 

Therapeutic Goods Regulation 2008 (NSW) provides the regulations for the 

implementation of the Act. The Poisons and Therapeutic Goods Act 1966 (NSW) provides 

that ‗the Commonwealth therapeutic goods laws, as in force for the time being and as 

modified by or under this Part... apply as a law of New South Wales‘.137 This means, the 

Therapeutic Goods Act 1989 (Cth) will apply as if it was a statute passed by the New South 

                                                        
134 Australian Health Ministers‘ Advisory Council Working Party, Response to the Review of Drugs, Poisons 
and Controlled Substances Legislation (the Galbally Review), 5. (‗Response to the Galbally Review’). 
 
135 Ibid 6. 
 
136 Poisons and Therapeutic Goods Act 1966 (NSW), long title.  
 
137 Poisons and Therapeutic Goods Act 1966 (NSW) s 31 (1).  
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Wales Parliament. The Therapeutic Goods Act (1989) (Cth) is adopted by reference into 

the legislation.  

 

The Fair Trading Acts of the States which regulate advertising in general, are also 

applicable to the regulation of advertising of therapeutic goods. Sections 42 and 44 the Fair 

Trading Act 1987 (NSW) which are similarly worded to sections 52 and 53 the Trade 

Practices Act 1974 (Cth) respectively, and section 49 the Fair Trading Act 1987 (NSW) 

which is identical to section 55 of the Trade Practices Act 1974 (Cth) govern the 

advertising of goods including therapeutic goods.  

(b) Tasmania 

In Tasmania, the Therapeutic Goods Act 2001 (Tas) regulates ‗… the supply and use…of 

certain therapeutic goods in Tasmania…‘.138 The Therapeutic Goods Regulations 2002 

(Tas) provides the regulations for the implementations. The Therapeutic Goods Act 2001 

(Tas) declares that the provisions of the Therapeutic Goods Act 1989 (Cth) will apply as 

laws of Tasmania.139 The ‗Commonwealth therapeutic goods laws‘ may be modified, if 

necessary.140 This means, the Therapeutic Goods Act 1989 (Cth) will apply as if it was a 

statute passed by the Parliament in Tasmania. The Therapeutic Goods Act (1989) (Cth) is 

adopted by reference into the legislation.  

 

Apart from that, Sections 14 and 16 Fair Trading Act 1990 (Tas) which are similarly worded 

to sections 52 and 53 the Trade Practices Act 1974 (Cth) respectively and section 20 of the 

Fair Trading Act 1990 (Tas)  which is identical to section 55 of Trade Practices Act 1974 

(Cth) regulate advertising generally, including the advertising of therapeutic goods. 

 

 

                                                        
138 Therapeutic Goods Act 2001 (Tas) long title. 
 
139Ibid s 6 (1). 
 
140 Ibid. 
 

http://www.austlii.edu.au/au/legis/nsw/consol_act/patga1966307/s4.html#commonwealth_therapeutic_goods_laws
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(c) Victoria 

In Victoria, the Therapeutic Goods Act 2010 (Vic)141 provides that ‗the Commonwealth 

therapeutic goods laws, as in force for the time being and as modified by or under this Part, 

apply as a law of Victoria.‘142 The Therapeutic Goods Act 1989 (Cth) applies in full force as 

if it was passed by the State Government.143 Regulations which are necessary to give 

effect to the Act will be established under section 57(1) (a) of the Therapeutic Goods Act 

2010 (Vic). As in New South Wales and Tasmania, in Victoria, the Therapeutic Goods Act 

(1989) (Cth) is adopted by reference into the legislation.  

 

In addition, rules governing advertising across-the-board are also applicable. Sections 9 

and 12 the Fair Trading Act 1999 (Vic), which are similarly worded to sections 52 and 53 of 

the Trade Practices Act 1974 (Cth) respectively, and section 10 of the Fair Trading Act 

1999 (Vic) which is identical to section 55 of Trade Practices Act 1974 (Cth), govern 

advertising in general and the advertising of therapeutic goods.  

 (d) Queensland 

In Queensland, there are no provisions for adopting the Therapeutic Goods Act 1989 (Cth) 

or for implementing regulatory controls complementary to those established under the 

Therapeutic Goods Act 1989 (Cth) in the Health Act 1937 (Qld). The Health Act 1937 (Qld), 

the Health (Drugs and Poisons) Regulation 1996 (Qld) and the Health Regulation 1966 

(Qld) govern the regulation of therapeutic goods including advertising. Sections 101A, 

110(1) and 132(s) of the Health Act 1937 (Qld) prohibit false description of drugs, the 

advertising of drugs that are harmful or useless, and false or misleading advertisements of 

drugs and related items. Sections 131 (1), 220 (1) and 292 (1) of the Health (Drugs and 

Poisons) Regulation 1996 (Qld) regulate the advertising of controlled drugs, restricted 

drugs, and poisons, respectively. Further, section 157 (1) of the Health Regulation 1996 

                                                        
141 Therapeutic Goods Act  2010 (Vic) s 1. The section stipulates three main purposes: (1) to provide for the 

application of the Therapeutic Goods Act 1989 of the Commonwealth as a law of Victoria; and (2) to provide 
for the regulation of therapeutic goods in Victoria in circumstances where the Commonwealth Act does not 
apply and (3) to repeal the Therapeutic Goods Act 1994 (Vic).  
 
142 Ibid s 6(1).  
 
143 Ibid.  
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(Qld) prohibits the advertising of certain types of illnesses and conditions,144 fictitious 

testimonials and other related matters. 

In addition, the wording of sections 38 and 40 of the Fair Trading Act 1989 (Qld) is similar 

to that of sections 52 and 53 Trade Practices Act 1974 (Cth), and section 44 of the Fair 

Trading Act 1989 (Qld) is identical to section 55 of the Trade Practices Act 1974 (Cth). 

These prohibit misleading and deceptive advertising, false representations in 

advertisements and conduct that is liable to mislead the public.  

(f) South Australia 

In South Australia, the rules for advertising therapeutic goods are provided by the 

Controlled Substances Act 1984 (SA) and the Controlled Substances (Poisons) 

Regulations 1996 (SA), with no provisions adopting the Therapeutic Goods Act 1989 (Cth) 

or complementary to the provisions of the Therapeutic Goods Act 1989 (Cth) in the 

legislation. The Controlled Substances Act 1984 (SA) prohibits the advertising of poisons, 

therapeutic substances and therapeutic devices, and prescribes compliance with 

regulations in advertising.145 The detailed regulations governing advertisements are 

specified in the Controlled Substances (Poisons) Regulations 1996 (SA).146 Rules 

governing across-the-board advertising are also applicable to the regulation of the 

advertising of therapeutic goods. Sections 56 and 58 of the Fair Trading Act 1987 (SA), the 

wording of which is similarly to that of sections 52 and 53 Trade Practices Act 1974 (Cth) 

respectively, and section 63 of the Fair Trading Act 1987 (SA) which is identical to section 

55 of the Trade Practices Act 1974 (Cth), are applicable. The Therapeutic Goods Act 1989 

(Cth) or complementary provisions of the Therapeutic Goods Act 1989 (Cth) are, however, 

not adopted in South Australia. 

                                                        
144 The section has listed 65 types of illnesses and conditions that are prohibited from being advertised to the 
public. 
 
145 Controlled Substances Act 1984 (SA) s 28 (1) and 29.  
 
146 Regulation 4 of the Controlled Substances (Poisons) Regulations 1996 (SA) stipulates that the restriction 
specified in Section 28 (1) of the Controlled Substances Act 1984 (SA) applies to all poisons listed in 
Schedule 3, 4 and 8 of the Standard for Uniform Scheduling of Drugs and Poison unless it is published in a 
journal circulated predominantly among medical professionals. The Standard for Uniform Scheduling of 
Drugs and Poisons is published by the National Drugs and Poisons Schedule Committee.  
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(g) Western Australia 

In Western Australia, the regulations for the advertising of therapeutic goods are governed 

by the Health Act 1911 (WA), with regulations set out in the Health (Drugs and Allied 

Substances) Regulations 1961 (WA). In the context of advertising, the Health Act 1911 

(WA) prohibits false trade descriptions of drugs.147 The Health (Drugs and Allied 

Substances) Regulations 1961 (WA) prohibits the labelling and advertising of therapeutic 

substances, drugs and medicines of certain types of illnesses or conditions specified under 

the regulation.148 This regulation also prohibits fictitious testimonials in the advertisements, 

and publishing or displaying offending advertisements.149 However, certain provisions from 

the Health Act 1911 (WA) will be amended and the Health (Drugs and Allied Substances) 

Regulations 1961 (WA) will be repealed once the Therapeutic Goods Bill 2000 (WA), a 

complementary legislation adopting the Therapeutic Goods Act 1989 (Cth), is passed.150 

The Therapeutic Goods Bill 2000 (WA) aims ‗to promote and facilitate the development of 

a national system of controls relating to quality, safety and efficacy and timely availability of 

therapeutic goods and for that purpose to make provisions in the Western Australia for the 

implementation of controls forming part of such a system complementary and additional to 

the provisions made by the Therapeutic Goods Act 1989 of the Commonwealth.‘151  

In addition, the regime that regulates advertising across-the-board is applicable. Sections 

10 and 12 of the Fair Trading Act 1987 (WA), the wording of which is similar to that of 

sections 52 and 53, and section 17 of the Fair Trading Act 1987 (WA) which is identical to 

section 55 of the Trade Practices Act 1974 (Cth), regulate the advertising of goods, that 

includes therapeutic goods. 

 

                                                        
147 Health Act 1911 (WA) s 236.  
 
148 Health (Drugs and Allied Substances) Regulations 1961 (WA) reg R.01.001. The Regulation list 78 types 
of illnesses and conditions that are prohibited from being advertised to the public.  
 
149 Ibid reg R.01.002 and R.01.003. 
 
150 Therapeutic Goods Bill 2000 (WA) s 3. It is still in the status of a Bill as at 20 October 2010. 
 
151 Ibid s 3. 
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(h) Australian Capital Territory  

In the Australian Capital Territory, regulations for the advertising of therapeutic goods are 

specified under the Medicines Poisons and Therapeutic Goods Act 2008 (ACT). The Act 

prescribes that ‗[publishing] an advertisement that promotes or encourages the use of a 

controlled medicine or prohibited substances‘, is unlawful,152 unless it is advertised by a 

dentist, doctor, pharmacist or veterinary surgeon or prescribed by the regulation.153 The 

Act also provides that ‗the Commonwealth therapeutic goods laws apply as a law of the 

Territory.‘154 Apart from local legislation, sections 12 and 14 and 19 of the Fair Trading Act 

1992 (ACT) which are similar to sections 52 and 53 Trade Practices Act 1974 (Cth) 

respectively, and section 19 of the Fair Trading Act 1992 (ACT) which is identical to section 

55 of the Trade Practices Act 1974 (Cth), regulate advertisements across-the-board 

including therapeutic goods advertising. 

(i) Northern Territory  

In the Northern Territory, the Therapeutic Goods and Cosmetics Act (NT) regulates ‗the 

manufacture, distribution, labelling and advertising of therapeutic goods and certain articles 

of food…‘.155 Sections 37 and 39 of the Therapeutic Goods and Cosmetics Act  (NT) 

prohibits the publication of prohibited representations in advertisements of therapeutic 

goods and the making of false or misleading advertisements, respectively. Section 38 of 

the Therapeutic Goods and Cosmetics Act (NT) prescribes the inclusion of key information 

such as, the name and address of the person authorising the publication of advertisements 

and prescribed information. There are, however, no provisions in the Therapeutic Goods 

and Cosmetics Act (NT) that suggest it is adopting the Therapeutic Goods Act 1989 (Cth) 

or seen as complementary to it. 

In addition, Sections 42 and 44 of the Consumer Affairs and Fair Trading Act 1990 (NT), 

the wording of which is similar to that of sections 52 and 53 Trade Practices Act 1974 (Cth) 

respectively, and section 47 of the Consumer Affairs and Fair Trading Act 1990 (NT), 

                                                        
152 Medicines Poisons and Therapeutic Goods Act 2008 (ACT) s 66 (1). 
 
153 Ibid s 66 (3) (a) (b) and (c). 
 
154 Ibid s 157(1). 
  
155 Therapeutic Goods and Cosmetics Act (NT), long title. 
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which is identical to section 55 of the Trade Practices Act 1974 (Cth), regulate the 

advertising of therapeutic goods, amongst others.  

 
 
Table 4.1 below illustrates the status of the States and Territories in respect to 
Harmonization with the Therapeutic Goods Act 1989 (Cth).  
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Table 4.1 - Status of the States and Territories in respect to Harmonization with the Therapeutic Goods Act 
1989 (Cth).  

 States and 
Territories  

Laws that 
 regulates 
the 
 advertising 
of 
therapeutic 
goods  

Adopted 
Therapeutic 
Goods Act 
1989 (Cth) 

Complementary 
to TGA 

Have not 
adopted or not 
complementary 

In the process 
of adopting  

 New South 
Wales 

Poisons and 
Therapeutic 
Goods Act 
1966 (NSW) 
 

      √     

 Tasmania  Therapeutic 
Goods Act 
2001 (Tas) 

        √    

 Victoria,  Therapeutic 
Goods Act 
2010 (Vic) 

……√ .   

 Queensland,  Health Act 
1937 (Qld), 
Health 
(Drugs and 
Poisons) 
Regulation 
1996 (Qld) 
Health 
Regulation 
1966 (Qld) 

           √  

 South 
Australia 

Controlled 
Substances 
Act 1984 
(SA) 
Controlled 
Substances 
(Poisons) 
Regulations 
1996 (SA). 

         √  

 Western 
Australia 

Health Act 
1911 (WA), 
Health 
(Drugs and 
Allied 
Substances) 
Regulations 
1961 (WA). 

          √ 
Therapeutic 
Goods Bill 
2000 (WA) 
for 
complementary 

 Australian 
Capital 
Territory, 

Medicines 
Poisons and 
Therapeutic 
Goods Act 
2008 (ACT) 

      √ 
 

   
 

 Northern 
Territory  

Therapeutic 
Goods and 
Cosmetics 
Act  (NT) 

          √   
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(j) The Status of the States and Territory Legislation  

Whilst New South Wales, Tasmania and Victoria have adopted the Therapeutic Goods Act 

1989 (Cth), the Western Australia is in the process of passing complementary legislation to 

pick the Therapeutic Goods Act 1989 (Cth) by reference, the remaining States and 

Territory are in the process.156 It is likely that Queensland, South Australia and Northern 

Territory are at various the stages of drafting and implementation.  

 

The Gallaby Review identified that the States and Territories by adopting the 

Commonwealth legislation, there will a considerable saving to the industry, government 

and consumers.157 Variations in requirements can make products supply, training or 

administration more complex and thereby raise costs for the industry, government and 

consumers.158 It can make market entry for firms outside a particular jurisdiction, difficult.159 

In some instances, the intended outcome may be the same, but details of the legislation 

differ and require parties to identify the exact nature of control that applies in all 

jurisdictions in which they intend to operate.160 In such circumstances it is recommended, 

and to which the States and Territories have agreed, to adopt the Therapeutic Goods Act 

1989 (Cth) by reference or by passing complementary legislation. This will ensure 

uniformity in the regulation of advertising of therapeutic goods. 

4.3.1.3 Industry Codes of Practice   

The advertising of therapeutic goods is also governed by industry codes of practice. The 

codes are administered by industry associations, namely, (1) the Australian Self-

Medication Industry (the ‗ASMI‘) and (2) the Complementary Healthcare Council of 

Australia (the ‗CHCA‘) and the Medicine Australia (the ‗MA‘), which each administer their 

own codes of practice. These associations play an important role in the regulation of 

                                                        
156 See Response to the Galbally Review Report, above n 134, 6.  
 
157 Galbally Review, above n 133, 94. 
 
158 Ibid. 
 
159 Ibid. 
 
160 Ibid 95. 
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advertising of therapeutic goods in Australia, because the system of regulation of 

therapeutic goods advertising is co-regulation.  

 

The co-regulatory system was first established in the 1990s161 with the delegation of power 

to pre-approve advertisements that require approval prior to publication from the Secretary 

of the Department of Health and Ageing to the industry association.162 The ‗shared 

responsibility‘ between the Government and the industry applies, however, not only to pre-

approvals of advertisements of therapeutic goods, but also to other related matters. For 

example, the Therapeutic Goods Advertising Code Council, which considers, amongst 

other matters, the requirements for advertising therapeutic goods and changes to the 

Therapeutic Goods Advertising Code 2007 (Cth), accepts submissions from members163 

who are representatives from manufacturers or suppliers nominated from the industry 

associations,164 advertising industries,165 healthcare professionals166 and members 

nominated by Therapeutic Goods Administration.167 The Complaint Handling Panels, which 

consider complaints about advertisements of therapeutic goods and make 

recommendations to the Secretary,168 consist of representative from ASMI and CHCA, 

                                                        
161 Therapeutic Goods Regulations (Amendment) 1997 No. 400 reg 42C 
 
162 Ibid reg 18 (3); There were also amendments made to the Broadcasting Act in 1991 to permit the 
delegation of pre-approval power to the Proprietary Medicines Association of Australia (now known as the 
Australian Self-Medication Industry) for print and electronic media. See John McEwen, A History of 
Therapeutic Goods Regulation in Australia (Therapeutic Goods Administration, Canberra, 2007) 104 & 160. 
 
163 Therapeutic Goods Advertising Code Council may appoint sub-committees of its members to inquire into 

and report on any matter that is within its function. See Therapeutic Goods Regulations 1990 (Cth) reg 42B 
(2). 

  
164 The industry associations named are Complementary Healthcare Council of Australia, Australian Self -
Medication Industry, Australian Direct Marketing Association, the Direct Selling Association of Australia and 
the Medical Industry Association of Australia. See Ibid reg 42C (1) (a) (i), (ii), (iii), (iv) and (v). 
 
165 The Australian Association of National Advertisers and the Advertising Federation of Australia are the two 
advertising industries named. See Ibid reg 42C (1) (b) (i) and (ii). 
 
166 One person nominated from Australian Traditional Medicine Society and the Royal Australian College of 
General Practitioners, one person nominated jointly by the Pharmacy Guild of Australia and the 
Pharmaceutical Society of Australia and one person by the Royal Australian College of General Practitioners. 
See Ibid reg 42C (d) (i), (ii) and (iii). 
 
167 One government member and one other member, both nominated by the Therapeutic Goods 
Administration will be the members. See Ibid reg 42C (1) (e). 
 
168 Ibid reg 42S (b).  
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consumer associations169 and the healthcare professionals.170 Similarly, the ASMI and the 

CHCA also have participants from various groups including a representative from the 

Department of Health and Ageing.171 This section of the chapter explores how industry 

codes of practice complement the advertising laws. 

(a) ASMI Code and CHCA Code 

The ASMI Code of Practice 2009 provides basic rules for regulating the advertising of non-

prescription and healthcare products that are directed at consumers and healthcare 

professionals.172 The Complementary Healthcare Council of Australia Code of Practice for 

the Marketing of Complementary Healthcare and Healthfood Products 2005, on the other 

hand, govern the advertising of complementary products in Australia.173 These codes of 

practice have, in addition to their own ethical and industry requirements, incorporated the 

principles set out in the Therapeutic Goods Act 1989 (Cth), the Therapeutic Goods 

Regulations 1990 (Cth) and the Therapeutic Goods Advertising Code 2007 (Cth).174 As 

noted at [4.3.1.3], the ASMI and CHCA have been authorized by the Secretary to the 

Department of Health and Ageing to pre-approve advertisements of therapeutic goods 

directed at consumers. In addition, they are also authorized to handle complaints regarding 

breaches of these rules. The primary requirements for pre-approval of advertisements and 

complaint handling are specified under the Therapeutic Goods Regulations 1990 (Cth). 

                                                        
169 The Australian Consumer Association and the Consumer Health Forum are the two consumer 
associations named. Ibid reg 42T (c). 
 
170 Australian Traditional Medicine Society, jointly by Pharmacy Guild of Australia, Pharmaceutical Society of 
Australia and Royal Australian College of General Practitioners are the healthcare professionals stipulated by 
the section. Ibid reg 42T(d) (i), (ii) and (iii). 
 
171 The ASMI Panel comprises a lawyer with trade practices experiences, a practising member of RACGP, a 
community pharmacist, consumer organisations. See ASMI Code of Practice 2009 s 7.4. The CHCA Panel is 
made up of practitioners, consumer representatives, representatives from Australian Direct Marketing 
Association and Direct Selling Association of Australia, observer from Therapeutic Goods Administration, 
Australian Competition and Consumer Commission and special interest group on invitation. See CHCA Code 
of Practice 2005 s 8.3.1. 
 
172 ASMI Code of Conduct 2009 ss 3.1 and 5.1.2. 
 
173 There are a number of codes regulating complementary medicines in Australia. However, only CHCA 
Code is discussed in this chapter. The other Codes are; (1) Guidelines for the Tamper-Evident Packaging of 
Medicine; (2) Complementary Healthcare Products and Medical Devices; (3) Complementary Healthcare 
Council of Australia Internet Guideline for Complementary Healthcare Products; and (4) Code of Practice for 
Ensuring Raw Material Quality and Safety. See CHCA Code of Practice 2005 s 1.7. 
 
174See the ASMI Code of Practice 2009 ss 2 & 3; CHCA Code of Practice 2005 s 3. 
 



Chapter 4 – The Regulation of Advertising of Medicinal Products in Australia 

 168 

Nevertheless, the ASMI and the CHCA Codes of Practice provide additional requirements 

to be fulfilled in order to supplement the regulations.  

(b) Medicine Australia Code of Conduct (Edition 16) 2010 and its Code of Conduct 

Guidelines 

In Australia, the advertising of prescription drugs which are directed at health-care 

professionals is governed by a self-regulatory system, a system where industry 

associations maintain a standard of practice through the imposition of professional codes 

of practice, independent of government interventions.175 The advertising is governed by the 

Medicine Australia Code of Conduct (Edition 16) 2010 and its Code of Conduct 

Guidelines,176 which set out principles for the advertising of prescription drugs.177 The 

Schedule 3 drugs which are included in the Appendix H of the Standard for the Uniform 

Scheduling of Medicines and Poisons, which is also known as the Poison Standard 2010, 

may be advertised to consumers and these are governed by the Therapeutic Goods Act 

1989 (Cth).  

 

The Medicine Australia Code of Conduct (Edition 16) 2010 specifies the standards of 

conduct to be maintained by members and companies engaged in the advertising of 

prescription medicines. It prohibits the promotion of prescription drugs to the general 

public, but information which is believed to be educational is allowed.178 Educational 

material includes a ‗disease education activity‘ about the availability of different treatment 

options, such as the range of prescription drugs, non-prescription drugs and/or alternative 

treatments, which can be disseminated to the general public.179 It has been emphasised 

that the education activity should be limited to the conditions or its recognition, treatment 

                                                        
175 Medicine Australia Code of Conduct (Edition 16) 2010; Medicine Australia Code of Conduct Guidelines. 
 
176 This guideline is produced as a separate publication and is read in conjunction with the Medicine Australia 
Code of Conduct (Edition 16) 2010.  
 
177 The Therapeutic Goods Advertising Code 2007 (Cth) does not govern advertisements of prescription 
drugs directed at health care professionals. See the Therapeutic Goods Advertising Code 2007 (Cth) s 3(1) 
(b). 
 
178 See Medicine Australia Code of Conduct (Edition 16) 2010 s 12.3. 
  
179 Ibid s 12.7.2. 
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options and appropriate treatment necessary to provoke a discussion with healthcare 

professionals,180 or to key characteristics of the disease.181  

4.3.1.3 Conclusion 

In Australia, laws governing the advertising of therapeutic goods are established under 

both Commonwealth, and States and Territory regimes, and at two levels, specific and 

general. The Therapeutic Goods Act 1989 (Cth), the Therapeutic Goods Regulations 1990 

(Cth), the Therapeutic Goods Advertising Code 2007 (Cth) and the Trade Practices Act 

1974 (Cth), coupled with States and Territory laws, govern the advertising of therapeutic 

goods in Australia. Furthermore, industry codes of practice provide additional 

requirements, so as to promote compliance with the laws. Whilst this ensures that rules 

governing the advertising of therapeutic goods are comprehensive and detailed, a concern 

with this regulatory regime is that the laws may have become too complex or complicated 

for optimum compliance. This issue is raised and dealt with, at [6.3.2] of Chapter 6. The 

following section explores the regulatory control employed in the regulation of advertising 

of therapeutic goods. 

4.3.2 The Regulatory Control over the Advertising of Therapeutic Goods in 

Australia  

The regulatory controls established over the advertising of therapeutic goods in Australia 

include: (1) a system of pre-approval of advertisements of therapeutic goods; (2) handling 

of complaints regarding advertisements of therapeutic goods and (3) enforcement of the 

advertising rules. These controls are aimed mainly at preventing dissemination of 

deceptive advertising from reaching consumers and preventing future occurrences of 

deceptive advertising. The controls, and the manner in which these controls are carried 

out, are examined in this section of the chapter. 

 

                                                        
180 Ibid s12.7.3. 
 
181 Ibid s12.7.4. 
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4.3.2.1  Pre- Approval of Advertisements  

Two types of approvals must be sought in respect of advertising of therapeutic goods. Pre-

approvals must be obtained before restricted representations may be used in 

advertisements of therapeutic goods182 and before advertisements of designated 

therapeutic goods are disseminated to the public. Two set of rules must be complied with 

before an application for pre-approval of advertisements can be made. First, therapeutic 

goods must be either registered or listed in the ARTG.183 The advertisement must, 

however, initially conform to standards applicable to goods, or any requirements relating to 

advertising, before an application to register or a listing can be made.184 Failure to conform 

to the applicable advertising requirements may result in the registration or listing being 

cancelled.185 Accordingly, the advertisement must only refer to indications that are 

accepted for inclusion in the ARTG.186 Second, the publication and broadcasting of 

advertisements must not refer to goods, substances or preparations containing items 

included in Schedules 3, 4 or 8 of the Poisons Standards, 187 unless exempted.188  

 

The application for approval to use restricted representations in advertisements of 

therapeutic goods must be made to the Secretary of the Department of Health and Ageing.  

An approval is normally granted if the representations are accurate, balanced and not 

misleading or likely to be misleading.189 Notice of approval or refusal will be given within 60 

days of the application; otherwise, the application is taken as approved.190 The Secretary 

may vary any conditions of approval,191 or withdraw the approval if he or she is satisfied 

                                                        
182 Therapeutic Goods Act 1989 (Cth) s 42DF(1).  
 
183 Ibid s 9A.  
 
184 Ibid ss 25(1) (f) and 26(1) (f), respectively. 
 
185 Ibid s 30(2)(e). 
 
186 Ibid s 22 (5). 
 
187 Ibid s 42DL (f). The Poison Standard refers to the Standard for Uniform Scheduling of Drugs and Poison: 
at s 52A. 
 
188  Ibid s 42DL (3) (b). 
 
189 Ibid s 42DF(1).  
 
190 Ibid s 42DG (2). 
  
191 Ibid s 42DH. 
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that information given in the application is (1) false or incorrect; (2) the restricted 

representation has become a prohibited representation, or (3) there has been a breach of 

condition of approval.192 

 

The pre-market approval of advertisements for designated therapeutic goods is sought 

from the ASMI and the CHCA.193 However, not all advertisements are subject to a pre-

approval. Only advertisements of designated therapeutic goods that are non-prescription 

drugs published in specified media are subject to pre-approval before publication.194 

Specified media refers to mainstream media,195 broadcast media,196 cinematograph films 

or advertisements on outdoors display.197 Media other than specified media are those 

commonly referred to as ‗under-the-line‘ advertisements.198 These advertisements, 

although not defined in the Act, the accompanying regulations, or the Code, are generally 

accepted as advertisements placed on leaflets, indoor posters, catalogues, flyers, 

brochures and the Internet.199 Advertisements placed on the Internet are not subject to pre-

approval..200 Similarly, advertisements of prescription drugs directed at healthcare 

professionals are not subject to pre-approval..201 Furthermore, advertisements in the 

                                                                                                                                                        
 
192 Ibid 42DI. 
 
193 See Therapeutic Goods Regulations 1990 (Cth) regs  5Q (4) (a) and (b). As noted at [4.3.1.3], the 
responsibility to pre-approve or refuse an approval of advertisements for designated therapeutic goods that 
are non-prescription drugs has been entrusted to these two industry associations.  
 
194 Therapeutic Goods Regulations 1990 (Cth) regs  5Q (4) (a) and (b). 
 
195 Mainstream media‘ refers to ‗…magazine or newspaper for consumers containing a range of news, public 
interest items, advertorials, advertisements or competitions and display [including] display of posters in 
shopping malls (except inside an individual shop) or in or on public transport and on billboards‘. See 
Therapeutic Goods Act 1989 (Cth) s 42B and Therapeutic Goods Advertising Code 2007 s 2. 
 
196 Broadcast media are ‗…any means (other than a means declared in the Therapeutic Goods Regulations 
to be an exempted means) by which the information is disseminated electronically in a visible or audible form 
or a combination of such forms.‘ See Therapeutic Goods Act 1989 (Cth) s 42B and Therapeutic Goods 
Advertising Code 2007 s 2. 
 
197 Therapeutic Goods Act 1989 (Cth) s 42B. 
 
198 Toogoolawa Consulting Pty Ltd, Report of a Review of Advertising Therapeutic Products in Australia and 
New Zealand, (November 2002) 13. (‘Toogoolawa Report’). 
 
199 Ibid. 
 
200 See Therapeutic Goods Regulations 1990 (Cth) reg 5BA.  
 
201 See Therapeutic Goods Act 1989 (Cth) s 42AA (1). 
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following types of communications are also exempt from pre-approval: (1) electronic mail; 

(2) narrowcast transmissions;202 (3) short message services (SMS) 203 and (4) multimedia 

messaging services (MMS).204 

 

The type of medicinal products and the type of publication determine to whom the 

application for approval should be directed. For instance, pre-approval must be obtained 

from CHCA for advertisements of designated therapeutic goods that are complementary 

medicines when these advertisements appear in the mainstream media, cinematograph 

films or displays.205 Advertisements about designated therapeutic goods that are 

complementary medicines to be broadcast in the broadcast media are directed to the 

ASMI.206 Advertisements of designated therapeutic goods that are non-complementary 

medicines to be published or broadcast in the specified media are forwarded to the 

ASMI.207  

 

 

For easy reference and understanding, Table 4.2 sets out the types of advertisements with 

the bodies or agencies responsible for the pre-approval of advertisements of therapeutic 

goods.  

 
 
 
 
 
 
 
 
 
 

                                                        
202 A narrowcast transmission is described as a system where ‗the reception of which is limited by being 
targeted to special targeted to special interest groups or by being intended only for limited locations (for 
example arenas or business premises) or by being provided during a limited period or to cover a special 
event; or because it provides programs of limited appeal or for other reason‘. See Therapeutic Goods 
Regulations 1990 (Cth) reg 5BA (c. 
 
203 Therapeutic Goods Regulations 1990 (Cth) reg 5BA (d). 
 
204 Ibid reg 5BA (e). 
 
205Ibid reg 5Q (3); Also see Therapeutic Goods Act 1989 (Cth) s 42B (a), (c) and (d). 
 
206 Therapeutic Goods Regulations 1990 (Cth) reg 5Q (4) (a). 
 
207 Ibid reg 5Q (4) (b). 
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Table 4.2 – The Types of Advertisements and the Agency Responsible for their Approvals 
 

Types of Product Type of Media  Whether an 
approval is required  

Body or agency that 
is responsible for 
the pre – approval 

Complementary 
Medicines 

Broadcast media   Yes  ASMI 

Over the counter 
medicines (non-
complementary) 

Broadcast media   Yes  ASMI 

Complementary 
Medicines 

Mainstream media  
 

Yes  CHCA 

Non-complementary  
(over the counter 
medicines) 

Mainstream media  Yes  ASMI 

Devices  All media  No  N/A 

Complementary and 
Non-complementary  

Under-the-line 
advertisements  

No  N/A 

Prescription medicines 
to healthcare 
professionals  

Medical Journals No N/A 

 

Although the task of pre-approval has been passed on to industry associations, the 

industry associations are bound by rules set out in the Therapeutic Goods Regulations 

1990 (Cth). The exercise of this duty must be carried out in the same manner as would be 

exercised by the Secretary of the Department of Health and Ageing.208 In all 

circumstances, the conditions set out under Regulation 5G (1) (a) – (e) of the Therapeutic 

Goods Regulations 1990 (Cth) must be complied with before the approval can be 

granted.209 The conditions are that an advertisement: (a) has complied with the provisions 

of Therapeutic Goods Advertising Code; (b) does not contain a prohibited representation  

of the goods, whether in expressed terms or by implication; (c) fulfils the required 

representation condition; (d) does not carry ‗unacceptable presentation of the goods within 

the meaning of regulation 3A‘ and (e) is a restricted representation which has sa tisfied that 

‗the representation is accurate and balanced or the representation is not misleading or 

likely to mislead‘ or ‗the representation is necessary for the appropriate use of the 

goods‘.210  

 

                                                        
208 Ibid reg 5Q (6).  
 
209 Ibid.  
 
210 Therapeutic Goods Regulations 1990 (Cth) reg  5G (1) (a) – (e).  
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Once approval is granted, approval numbers are allocated, and these numbers must be 

displayed appropriately. It is an offence if an approval number is not displayed, or an 

approval number that is different from the approved advertisement is displayed or an 

expired approval number is displayed.211 

 

In practice, the ASMI requires its members as well as non-members to submit a copy of 

advertisements to the ASMI Advertising Service Office and upon approval, members are 

further required to submit a copy to FreeTV Australia, the Federation of Australia Radio 

Broadcasters (FARB), Commercial Radio Australia (CRA) or the Australian Cinema 

Advertising Council (ACAC), where applicable.212 The ASMI claims that advertisements are 

approved within five days.213 Similarly, the CHCA requires that the application is forwarded 

to the Advertising Services Office of the CHCA for assessment and approval.214 The time 

taken by the CHCA to pre-approve an advertisement is not stipulated. 

 

4.3.2.2  Monitoring of Violation of Advertising Rules 

There is no evidence to indicate that the industry associations, the ASMI and the CHCA, 

are strictly evaluating advertisements before granting approvals, or the number of 

advertisements which are pre-approved. This information is not made available in the 

public domain. The increasing number of complaints about advertisements, however, 

seems to suggest a degree of non-compliance with rules established under Regulation 5G 

(1) (a) – (e) of Therapeutic Goods Regulations 1990 (Cth). As will be seen at [4.3.2.2], 

significant number of these complaints, and cases, involve breaches of the Act, the 

accompanying regulations and the Code is addressed by the CRP and courts. This is 

despite the fact that active monitoring is carried out. Both the ASMI Promotional Panel and 

Medicine Australia Monitoring Committee which are established to monitor advertising 

                                                        
211 Therapeutic Goods Act 1989 (Cth) s 42C (4) (a) and (b) (i), (ii) and (iii). 
 
212 ASMI Code of Practice 2009 s 5.3.1.  
 
213 Ibid s 11.8. 
 
214 Ibid s 5.3.1. 
. 
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materials, claim to proactively monitor selected promotional materials on a regular basis.215 

Similarly, the CHCA Code Administration Committee maintains that it conducts regular 

reviews on issues concerning marketing and promotion practices.216 In addition, the 

Therapeutic Goods Administration carries out a range of monitoring activities to scrutinize 

compliance with the laws.217 

4.3.2.3  Complaint-Handling Processes  

Complaints lodged regarding advertisements in print or broadcast media are channelled to 

one of four panels: (1) the Complaints Resolution Panel; (2) the ASMI Complaint Handling 

Panel (the ‗ASMI Panel‘); (3) the CHCA Complaints Resolution Committee (the ‗CHCA 

Panel‘) or (4) the MA Code of Conduct Committee. As with pre-approvals, the types of 

therapeutic goods and the media where they are published or broadcast determine the 

Panel that will deal with particular complaints. Complaints are also directed to the 

Therapeutic Goods Administration under certain circumstances. This section examines the 

process for handling complaints relating to advertisements of therapeutic goods.  

 (a) Complaints Resolution Panel 

Complaints about advertisements of designated therapeutic goods directed at consumers 

which are published in specified media or broadcast media in contravention of the 

provisions of Therapeutic Goods Act 1989 (Cth),218 Therapeutic Goods Regulations 1990 

(Cth)219 and the Therapeutic Goods Advertising Code 2007 (Cth)220 are forwarded to the 

CRP. The CRP follows a straightforward procedure with regard to complaint handling. 

                                                        
215 Ibid s 11.1; Medicine Australia Code of Conduct (Edition 16) 2010 s 28.2.2. 
 
216 CHCA Code of Practice 2005 s 8.1.5. 
 
217 Regulation of Therapeutic Goods in Australia, above n 67. 
 
218 Sections 22(5), 42C, 42DL, 42DM or 42DP of the Therapeutic Goods Act 1989 (Cth). See Therapeutic 
Goods Regulations 1990 (Cth) reg 42ZCAB (1) (a). 
 
219 Therapeutic Goods Regulations 1990 (Cth) reg 5C, 6, 6A, 6B, and 10.  
 
220 Therapeutic Goods Advertising Code 2007 (Cth) ss 4(2)(a) – (j), 4(4), 4(5), 4(6), 4(7), 4(8), 5(1) and (2), 
6(1), 6(2) and 6(3). 
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Upon receipt of the complaint, the CRP will first notify the parties221 by providing details of 

the complaint.222 From the written submissions and documentation forwarded, and from the 

outcome of its inquiries223, it then considers whether the complaint is justified. The contents 

of the advertisement are assessed based on their probable impact on a reasonable person 

to whom the advertisements are directed.224 If the CRP finds the complaint justified, it then 

requests persons apparently responsible to do one or more of the following: (1) withdraw 

the advertisement; (2) publish a retraction; (3) publish a correction and (4) withdraw a 

particular claim or representation or request not to use that particular claim or 

representation unless the person apparently responsible is able to satisfy the CRP that the 

use of the claim or representation does not contravene the Act, regulations and the 

Code.225 Persons apparently responsible are given a 14 days period of grace to comply 

with the orders of the CRP. Failure to comply with orders will result in the matter being 

referred to the Secretary of the Department of Health and Ageing, who then imposes 

sanctions or takes further actions.226  

 

The CRP handled approximately ninety eight complaints in 2004, one hundred and eight 

complaints in 2005, one hundred and forty one complaints in 2006, one hundred and five 

complaints in 2007, one hundred and seventy complaints in 2008, one hundred of fifty six 

complaints in 2009 and fifty six complaints until May 2010, all of which concerned 

contraventions of various provisions of the Therapeutic Goods Act 1989 (Cth), the 

Therapeutic Goods Regulations 1990 (Cth), and the Therapeutic Goods Advertising Code 

2007 (Cth).227 On an average the number of complaints handled have been the same, 

                                                        
221 Therapeutic Goods Regulations 1990 (Cth) 42ZCAA. ‗Parties‘ refer to the complainants and persons 
apparently responsible. Person apparently responsible is defined as a person who ‗in relation to a complaint 
about an advertisement or generic information means the person who, based on the complaint and 
assessment of the Complaint Resolution Panel, appears to be responsible for requesting the publication or 
insertion of the advertisement or generic information in specified media‘ under Regulation 42ZCAA of the 
Therapeutic Goods Regulations 1990 (Cth). 
 
222Therapeutic Goods Regulations 1990 (Cth) regs 42ZCAC (1) and (2). 
 
223 Ibid regs 42ZCAD (1) and (2). 
 
224 Therapeutic Goods Advertising Code 2007 (Cth) s 3(2).  
 
225 Therapeutic Goods Regulations 1990 (Cth) reg 42ZCAI (1) (a) – (d). 
 
226 Ibid reg 9. 
 
227 Complaint Resolution Panel, Therapeutic Products Advertising Complaints, Australia, Complaints about 
Advertisements for Therapeutic Products In Australia < http://www.tgacrp.com.au/>. (‗Complaints About 
Therapeutic Goods‘). 

http://www.tgacrp.com.au/
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however, the CRP has not always handled them in a timely manner. For example, for a 

CRP determination of Complaint No 4-1106 for the product, Xantrax, the first meeting was 

held on the 15 February 2007 and the final resolution of the matter was achieved on 17 

April 2007.228 The hearing for the product, Nurofen, via Complaint Code 16-0807, began on 

12 December 2007 and was resolved on 4 February 2008.229 The hearing for the product, 

Thompson's Organic Iron, via Complaint Code No 33-0507, was held on 15 November 

2007, but was not resolved till 25 January 2008.230 

 

Further, the forms of sanctions ordered are considered less effective. The common forms 

of sanctions ordered by the CRP are withdrawals and retractions of false and misleading 

advertisements.231 Whilst such sanctions could prevent deceptive advertising reaching the 

public, they could not, however, erase a false impression that had already been created by 

false advertisements disseminated to the public. Consumers are not able to know that such 

advertisements were false unless corrective statements are published. 

(b) ASMI and CHCA Complaint Handling Panels 

Complaints relating to advertisements of therapeutic goods which are non-prescription 

drugs and complementary medicines are dealt with by the ASMI and the CHCA, 

respectively. ASMI deals with complaints of members, as well as non-members who have 

agreed to submit to the process.232 If a member is found to be in breach of the ASMI Code, 

then an appropriate sanction is imposed.233 The complaint panel may require the member 

to give an undertaking in writing to discontinue the contravening practice, to cease 

publication, provide substantiation where necessary, retractions and/or corrective 

statements and fines.234 In addition, if provisions of the Therapeutic Goods Advertising 

                                                                                                                                                        
 
228 Ibid. 
 
229 Ibid. 
 
230 Ibid. 
 
231 Ibid.  
 
232 ASMI Code of Practice 2009 s 8.0. 
 
233 Ibid s 9.2.  
 
234 Ibid ss 9.2.1 - 9.2.3. 
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Code 2007 (Cth) are found to have been breached, then the CRP is notified of the 

breaches.235  

 

The CHCA Panel handles complaints relating to advertisements of complementary 

medicines involving members and non-members.236 It orders appropriate sanctions if it 

finds a breach of its code. Amongst the sanctions are: (1) to give ‗an undertaking to 

discontinue any practice which has been determined to constitute a breach of the code‘;237 

(2) to recall and destroy offending material; 238 (3) to have the offending material amended 

at the next print-run;239 (4) to have future advertising and promotional material pre-

cleared240 and (5) to require a repeat offender to appear before the Complaints Resolution 

Committee.‘241 The Panel can also request the following: (1) ‗lodgement of a bond of at 

least $1500 for 12 months to be released provided no further similar or major offences are 

recorded against the company in that period‘, together with an administration fee up to 

$250 and (2) ‗forfeiture of a lodged bond‘.242 In addition, fines, suspensions or expulsions 

from memberships or from participation in any advisory and/or defining body of the 

Complementary Healthcare Council of Australia, can also be ordered by the Complaints 

Resolution Committee.243  

 

Complaints concerning risks to public safety, however, are referred to the Surveillance Unit 

of the Therapeutic Goods Administration for further action.244 Also, if a complementary 

                                                                                                                                                        
 
235 Ibid s 8.2.3 (b). 
 
236 CHCA Code of Practice 2005 s 8.4.1. 
 
237 Ibid s 8.5.1 (a).  
 
238 Ibid s 8.5.1 (b).  
 
239 Ibid s 8.5.1 (c). 
 
240 Ibid s 8.5.1 (d). 
 
241 Ibid s 8.5.1 (e). 
 
242 Ibid s 8.5.1 (f). 
 
243 Ibid s 8.5.1 (h), (i), (j) and (k). 
 
244 Ibid s 8.4.4. 
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healthcare product has not been included in the ARTG, it is referred to the Therapeutic 

Goods Administration for further action.245 

(c) MA Code of Conduct Committee  

The MA Code of Conduct Committee addresses complaints made against its members,246 

as well as against non-members who have agreed to the complaint-handling process.247 If 

non-members decline, then the MA Code of Conduct Committee forwards the complaint to 

the Therapeutic Goods Administration or the Australia Competition and Consumer 

Commission (ACCC) for further action.248 The members of the MA Code of Conduct 

Committee include: (1) a Chairman, who is a lawyer with trade practice experience; (2) one 

representative of the Australian Medical Association; (3) one representative of the Royal 

Australian College of General Practitioners (RACGP) and (4) one representative of the 

Australian General Practice Network (AGPN).249  

 

Sanctions in the form of fines are imposed on promotional materials which are found to be 

in breach of the Code.250 The sanctions or fines imposed may range from $100,000.00 to 

$200,000.00.251 Member companies who are dissatisfied with the decision of the MA Code 

of Conduct Committee are permitted to lodge an appeal against the decision, to a Code of 

Conduct Appeal Committee.252 The appeal mechanism is designed to ensure that 

decisions are fair and unbiased.  

 

 

                                                        
245 Ibid s 8.4.4. 
 
246 Medicine Australia Code of Conduct (Edition 16) 2010 s19.1. 
 
247 Ibid s 21. 
 
248 Ibid s 21. 
 
249 Ibid s 20.1.  
 
250 Ibid s 24.3. 
 
251 Ibid. 
 
252 Ibid s 25. 
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(d) Therapeutic Goods Administration 

The Therapeutic Goods Administration has a role in the complaint handling process 

despite the delegation of the task to industry associations. The Therapeutic Goods 

Administration handles complaints of non-prescription drugs that are directed at 

consumers.253 It also handles complaints of health-care professionals who are not 

members of the industry associations and have declined the offer to have the complaints 

handled by industry associations.254 

 

In summary, the agency to which complaints must be channelled is determined by the 

types of goods and the media in which they are advertised. Table 4.3 summarises the 

agencies responsible for handling complaints for the different types of therapeutic goods.  

 

Table 4.3 – The Types of Goods and the Agencies that Handle the Complaints 
 

Types of Goods  Type of Media  Agencies that Handles the 
Complaints  

Designated therapeutic goods 
directed at consumers  
 

Specified media (mainstream 
prints, cinematography and 
out door display)  

CRP 

Complementary medicines  Under-the-line CHCA  

Non-complementary (over the 
counter)  

Under-the-line ASMI 

Prescription medicines to 
consumers  

Specified and under-the-line Therapeutic Goods 
Administration  

Prescription medicine to 
healthcare professionals 

Journal predominately 
circulated among the medical 
professionals  

MA (if member) 
Therapeutic Goods  
Administration (if non-
member) 

 

4.3.2.4 Judicial Enforcement  

Advertisers involved in misleading and deceptive advertisements, irrespective of the media 

in which they are published or broadcast, are dealt with under sections 52 and 53 of the 

Trade Practices Act 1974 (Cth). Misleading and deceptive conduct in the course of trade 

and commerce is prohibited by section 52 of Trade Practices Act 1974 (Cth), whereas false 

                                                        
253 Regulation of Therapeutic Goods, above n 67.  
 
254 Ibid. 
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representations made in connection with the supply or possible supply of goods is 

prohibited by section 53.  

 

Cases on deceptive advertising prosecuted under Part V of the Trade Practices Act 1974 

(Cth) are usually brought by Australia Competition and Consumer Commission (ACCC) on 

behalf of consumers. The types of orders ordinarily granted for an offence of deceptive 

advertising include retraction of the advertisement, removal of part of the text from 

advertisements or the whole advertisement or an order for corrective advertising.255 For 

example, in the case of Australian Competition and Consumer Commission v Purple 

Harmony Plates Pty Ltd,256 where misleading claims were made that the products had 

various therapeutic properties and future benefits, in breach of section 52 of the Trade 

Practices Act 1974 (Cth), the court ordered that corrective advertising in the form of 

corrective statements be posted on the website.257 It also ordered that Purple Harmony 

Plates send letters to all customers who had purchased the product informing them that the 

representations contained in the promotional material were misleading, and a refund of all 

money paid by customers.258  

 

Another example is the case of Australian Competition and Consumer Commission v 

Hughes.259 In this case, the ACCC brought an action under sections 52 and 53 of the 

Trade Practices Act 1974 (Cth) seeking declaratory orders against the respondent, 

Hughes, who had, through his website www.crowdedplanet.com misrepresented, amongst 

other things, that he could supply certain contraceptives at low prices resulting in 

consumers saving money, and that the contraceptives had performance characteristics, 

uses or benefits which they did not have. Hughes had also failed to include in the websites 

crucial warnings and information regarding the use of contraceptives. The court found 

Hughes‘s conduct in breach of sections 52 and 53 of Trade Practices Act 1974 (Cth) and 

                                                        
255 Australian Competition and Consumer Commission v Purple Harmony Plates Pty Ltd (No. 3) [2002] FCA 
1062. Australian Competition & Consumer Commission v Hughes (t/a Crowded Planet) [2002] FCA 270  
 
256 Australian Competition and Consumer Commission v Purple Harmony Plates Pty Ltd (No. 3) [2002] FCA 
1062.  
 
257 Ibid para 34. 
  
258 Ibid para 36.  
 
259 Australian Competition & Consumer Commission v Hughes (t/a Crowded Planet) [2002] FCA 270.  
 

http://www.crowdedplanet.com/
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ordered a number of restraints, which include that he be restrained from: (1) offering to sell 

or supply oral contraceptives260 to persons in the United States of America; (2) offering for 

sale oral contraceptives in Australia without disclosing in clear readable terms that it is 

illegal to supply oral contraceptives without a doctor‘s prescription; and (3) offering to 

supply without specifying both the significant risks in taking oral contraceptives without 

medical advice about their suitability and that there is free medical assistance for those 

contemplating using oral contraceptives.261  

 

 

 

 

 

 

 

 

 

                                                        
260 Microgynon 50 ED, Loette, Levlen ED, Triquilar ED, Logynon ED, Norimin 28 day, Brenda 35ED, 
Marvelon 28, Femoden ED, Microval, Noriday 28 day, Diane 35 and Norlevo.  
 
261 Australian Competition & Consumer Commission v Hughes (t/a Crowded Planet) [2002] FCA 270. 
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4.4 REVIEWS OF THE REGULATORY SYSTEM IN AUSTRALIA 

This section of the chapter examines three substantive reviews that have been undertaken 

of the regulation of therapeutic goods in Australia, including the regulation of the 

advertising of therapeutic goods. The three reviews are: (1) the Review of Drugs, Poisons 

and Controlled Substances Legislation by Rhonda Galbally in January 2001 (the Galbally 

Review);262 (2) the Review of Advertising Therapeutic Products in Australia and New 

Zealand by Toogoolawa Consulting Pty Ltd in November 2002 (the Toogolawa Consulting 

Review)263 and (3) the Review of Complementary Medicines by the Expert Committee on 

Complementary Medicines in the Australian Health System in September 2003.264 The 

issues raised and considered by these Reviews and the recommendations proposed are 

highlighted in this section of the chapter. The government‘s response to the 

recommendations made by these reviews and the extent to which the recommendations 

have been implemented are also discussed. 

 

First, the Galbally Review, which was undertaken to examine State and Territory Drugs, 

Poisons and Controlled Substances Legislation against the Principles of National 

Competition Policy considered various issues including the extent to which the existing 

controls over the use of substances that have potential harms provide a net benefit to the 

community as a whole. In the context of advertising therapeutic goods, it weighed the costs 

and benefits of the existing controls. 265 It also considered alternative perspectives to the 

controls and the associated costs and benefits. 266 The review concluded that there was a 

net public benefit in maintaining the present restrictions on advertising prescription drugs to 

consumers. The benefits included: (1) less use of inappropriate medicines; (2) fewer 

patients assertively demanding a particular product to be prescribed; (3) fewer confused or 

misinformed consumers due to too little knowledge and (4) less acceptance of medicines 

                                                        
262 Galbally Review, above n 133. 
 
263 Toogoolawa Report, above n 198,  
 
264 Expert Committee on Complementary Medicines in Health System, Complementary Medicine in Australian 
Health System- Report to the Parliamentary Secretary to the Minister of Health and Ageing (September 
2003). (‘Report on Complementary Medicines in Australian Health System’). 
 
265 Galbally Review, above n 133, 50. 
 
266 Ibid.  
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as ‗life solutions‘ to the detriment of better alternatives such as diet and exercise.267 An 

issue examined closely by the review was the possibility of allowing direct-to-consumer-

advertising of prescription drugs, with the review ultimately recommending that the current 

prohibition be maintained.268  

 

The recommended changes were mainly in the areas of increasing national uniformity and 

improving efficiency. Towards informational advertising of scheduled medicines, the review 

recommended that: (1) all provisions relating to advertising in State and Territory Drugs, 

Poisons and Controlled Substances Legislation be repealed; and (2) the current system of 

prohibition on advertising of prescription medicine (Schedule 3, 4 and 8 medicines) be 

retained, with exemption given in some instances. Price, Consumer Medicine Information 

(CMI), one-off press releases about the availability of a new medicine which have complied 

with certain requirements,269 and where advertisements comply with the Standard for 

Informational Price Advertising and Publication of Consumer Medicine Information may be 

exempted.270  

 

In April 2003, a working party responded to this review and agreed that all State and 

Territory provisions on the advertising of medicines be repealed.271 It also agreed that  the 

Therapeutic Goods Act‘s prohibition on the advertising of prescription drugs (Schedule 3, 4 

and 8 medicines) for human use‘ be retained, but the Therapeutic Goods Act 1989 (Cth) be 

amended to exempt the advertising of the price of these medicines in a catalogue, 

provided the advertising is informational and not promotional.272 It was also recommended 

that the ‗Commonwealth amend the Therapeutic Goods Act 1989 to include all controls on 

advertising for medicines for human use‘. As noted in [4.3.1.2], New South Wales, 

Tasmania, Victoria and ACT have either adopted the Therapeutic Goods Act by reference 

                                                        
267 Ibid 51. 
 
268 Ibid 58. 
 
269 Galbally Review, above n 133, 66. For example, the press release complies with the APMA Code of 
Conduct and the press release is accompanied by the CMI for the product. 
 
270 Galbally Review, above n 133, 66. 
 
271 Response to the Galbally Review, above n 134, 5. 
 
272 Ibid. 
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into the legislation or have passed complementary legislation to it. The remaining States 

and Territories are in the process.273  

 

Second, the Toogolawa Consulting Review, which was published in 2002, was initiated in 

response to a proposal to establish a Trans-Tasman Agency to consistently regulate 

therapeutic products in Australia and New Zealand. The review was a comprehensive 

analysis of the regulation of the advertising of therapeutic products in Australia and New 

Zealand. Accordingly, the review considered various issues concerning the regulation of 

therapeutic goods advertising including: (1) the rationale for the regulation of therapeutic 

goods advertising;274 (2) the challenges and problems faced in the current regulation of 

therapeutic goods advertising;275 (3) the streamlining of pre-approvals of 

advertisements;276 (4) the handling of complaints277 and (5) the cost and time effectiveness 

of the system.278 Amongst its recommendations, the review suggested a co-regulatory 

system for regulating the advertising of therapeutic goods in both Australia and New 

Zealand,279 and the establishment of a Trans-Tasman Agency to regulate therapeutic 

goods using a risk management approach.280 For Australia, it was recommended that a 

new Complaints Panel be established, and in the context of advertising, the Panel be 

empowered to: (1) order both withdrawal and corrective advertising and (2) make decision 

on an urgent basis, namely, within twenty one days from the day the complaint is lodged 

for an order to cease publication, and forty two days in other cases.281 It was also 

recommended that the prohibition on making therapeutic claims in food and cosmetics be 

lifted and that these products be subject to the requirements of the Therapeutic Goods 

                                                        
273 Ibid 6. 
 
274 Toogoolawa Report, above n 198, 35. 
  
275 Ibid 62.  
 
276 Ibid 72.   
 
277Ibid 86. 
 
278 Ibid 110. 
 
279 Ibid 82. 
 
280 Ibid 7.  
 
281 Ibid 29.  
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Advertising Code.282 It was suggested that if the food and cosmetics regulators incorporate 

the Therapeutic Goods Advertising Code or the complaint resolution powers into their 

legislation, this would enable the therapeutic product advertising regulatory mechanisms to 

apply to food and cosmetics advertisement which carried therapeutic claim, whilst other 

aspects of food and cosmetic regulations would still be within the control of the food and 

cosmetic regulators.283  

 

However, the recommendation to establish a Trans-Tasman Agency to jointly regulate 

therapeutic goods in Australia and New Zealand did not materialise, despite the 

considerable efforts made of both the Australian and the New Zealand Governments.284 In 

July 2007, it was announced that the New Zealand Government did not have the numbers 

in Parliament to pass the legislation285 that would enable the establishment of a joint 

agency with Australia to regulate therapeutic products, and all negotiations would be 

postponed.286 Nevertheless, the fact that negotiations for harmonization in the regulation of 

therapeutic goods have been postponed does not mean that the issue will not be revisited. 

It is possible that the agreement for the establishment of a joint scheme for the regulation 

of the therapeutic products be revived in future.287  

 

In the meantime, as part of the regulatory program to continue improving the advertising 

regime for therapeutic goods in Australia, the Therapeutic Goods Administration had, in 

                                                        
282 Ibid 98. 
 
283 Ibid 98. 
 
284 McEwen, above n 162. For example, following a recommendation in the Toogoolawa review to establish a 
provisional management board to review further, the Interim Advertising Council (the ‗IAC‘) was established: 
at 154. The IAC reviewed and prepared a report (the ‗IAC report‘), which was accepted with minor 
amendments. This report was published in December 2005 after final consideration by the Therapeutic 
Products Interim Ministerial Council (‗TPIMC‘), which comprises of Parliamentary Secretary and the New 
Zealand Minister and which was established to facilitate the joint scheme for the regulation of therapeutic 
good: at  55. In the meantime, on 12 December 2003, the Australian Parliamentary Secretary to the Minister 
for Health and Ageing, and the New Zealand Minister for Health had ‗signed a treaty to establish a single bi-
national agency to regulate therapeutic goods including medical devices and prescriptions, over the counter 
and complementary medicines‘ and in December 2005, announced agreement on the recommended 
regulatory model for advertising of therapeutic goods and the title of the joint agency as the Australia-New 
Zealand Therapeutic Products Authority (ANZTPA). The model followed closely the recommendations in the 
Report of the Interim Advertising Council presented in October 2004: at 165.. 
 
285 Therapeutic Products and Medicines Bill.  
 
286 McEwen, above n 162, 165.  
 
287 Therapeutic Goods Administration, Department of Health and Ageing, Australian Government, Australia 
New Zealand Therapeutic Products Authority (ANZTPA) < http://www.tga.gov.au/tta/index.htm>. 

http://www.tga.gov.au/tta/index.htm
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July 2007, sought comments from interested parties on proposals to improve the regulation 

pertaining to the advertising of therapeutic goods, with the closing date for consultation 27 

August 2010.288 A consultation paper, which highlighted the weaknesses in the existing 

system of regulation and proposed a number of issues to be considered by the interested 

parties, was presented to the interested parties.289 The consultation paper identified 

weaknesses in the system including: (1) that there is ‗perceived inconsistency in the 

approach to handling advertisement in different media‘. Not all advertisement are subject to 

pre-approval.  Whilst advertisements of non-prescription drugs which are published in print 

media and broadcast on radio and television are pre-approved, advertisements on the 

internet are not; (2) complaints regarding non-prescription drugs which can be made to the 

CRP are limited to those made on print media, radio and television and (3) the complaint 

handling mechanism is overloaded, not transparent and its sanctions are insufficient to 

deter non-compliance or violation of laws.290 Accordingly, the considerations proposed 

include: (1) whether the current system of pre-approval should be maintained, that is, 

should all forms of advertising be subject to pre-approval and (2) whether the CRP be 

reconstituted as an independent body, and be allowed to consider all forms of advertising, 

and be permitted to apply civil penalties for breaches.291  

 

Third, the Expert Committee on Complementary Medicines was established in 2003 to 

review the regulation of complementary medicines in Australia. The Expert Committee was 

established to reassure the public and maintain confidence in Australia's reputation as a 

supplier of high quality and safe medicines, following the recall of more than one thousand 

and six hundred complementary medicines by the Therapeutic Goods Administration in 

April 2003.292 In the context of advertising, the report emphasised the need to ensure that 

consumers have access to reliable information about complementary medicines so as to 

                                                        
288 Therapeutic Goods Administration, Department of Health and Ageing, Australian Government, 
Consultation: Improving Advertising Arrangements for Therapeutic Goods 
 <. http://www.tga.gov.au/regreform/cons-advertising.htm>. 
 
289 Therapeutic Goods Administration, Department of Health and Ageing, Australian Government, Advertising 
Therapeutic Goods in Australia: Consultation Paper (June 2010).  
 
290 Ibid 2. 
.  
291 Ibid 5.  
 
292 Report on Complementary Medicines in Australian Health System, above n 264, 35. 
 

http://www.tga.gov.au/regreform/cons-advertising.htm
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enable them to make informed choices.293 The Expert Committee recommended that a 

study be commissioned to determine: (1) ‗the complementary medicine information and 

skills needs of healthcare professionals and consumers, (2) options for conveying this 

information to stakeholders and (3) the cost and resources necessary to meet these 

needs‘.294 The Expert Committee also recommended that internet advertising be regarded 

as mainstream advertising and thereby subject to regulatory controls such as advertising 

requirements, protocols and complaint handling process.295 It was decided for practical 

reasons that internet advertisements would not be subject to a pre-approval process.296  

 

These recommendations were considered by Government as necessary to ensure that 

consumers and health-care practitioners are provided timely access and accurate 

information about medicines and their use.297 In October 2006, the Department of Health 

and Ageing commissioned the National Prescribing Service (NPS) to review the consumer 

and health practitioner information and skills needs in line with that of the Expert 

Committee.298 Further, save for pre-clearance requirement, the other requirements 

applicable to mainstream advertising, that is, advertising protocols and complaints 

resolution processes, are applicable to internet advertising.299  

 

In conclusion, the three substantive reviews have comprehensively scrutinised the 

regulation of therapeutic goods in Australia, including the regulation of the advertising of 

therapeutic goods. Other than in the areas of increasing uniformity of application across 

the states and territories, efficiency of application and the emphasis on internet advertising, 

the regulations have positively withstood the scrutiny of all three reviews.  

                                                        
293 Ibid 119. 
 
294 Ibid. 
 
295 Ibid.  
 
296 Ibid 120. 
 
297 Australian Government, Government Response to the Recommendations of the Expert Committee on 
Complementary Medicines in the Health Care System (March 2005), 26. 
 
298 Implementation of the Government Response to the Recommendations of the Expert Committee on 
Complementary Medicine in the Health System; the Progress Report (October 2006) 9.  
 
299 Ibid. 



Chapter 4 – The Regulation of Advertising of Medicinal Products in Australia 

 189 

4.5 CONCLUSION  

This chapter has explained the comprehensive and complex regime for regulating the 

advertising of therapeutic goods in Australia.  In [4.2] the categories of products that fall 

under the classification of medicinal products were explored, and it was discovered that 

whilst prescription, non-prescription drugs and complementary medicines are regulated as 

therapeutic goods, products such as food and cosmetics may also be regulated as 

therapeutic goods unless they are declared otherwise by orders.  

 

In [4.3], it was discovered that the legal framework for advertising therapeutic goods is 

comprehensive, but it is also complex, and that there is a lack of uniformity in relation to 

some aspects of the regime. The two regulatory regimes, namely, the Commonwealth and 

the State and Territory regimes, have both specific and general laws regulating 

advertisements of therapeutic goods. However, there is no complete uniformity between 

the States and Territories in adopting and updating the provisions of the Therapeutic 

Goods Act 1989 (Cth), which provides the national framework for the States and Territories 

to adopt a uniform approach in the regulation of therapeutic goods. 

 

A distinctive feature of the Australian system of the regulation of the advertising of 

therapeutic goods is that it is predominately co-regulatory: a system that involves both 

government and industry associations sharing the responsibility of regulating 

advertisements of therapeutic goods to ensure responsible practices. The strength of the 

system lies in the participation and cooperation of various industry bodies in regulating the 

advertising of therapeutic goods. The representation is balanced as the participants include 

traders, advertisers and consumer groups. 

 

However, the current Australian system of regulating the advertisement of therapeutic 

goods has some shortfalls. For example, the responsibility for approving or refusing an 

approval for designated therapeutic goods that are non-prescription drugs lies with both the 

ASMI and the CHCA. The types of medicinal product and the types of publication 

determine to whom the application for pre-approval should be directed. Whilst 

advertisements of complementary medicines to be published or used in mainstream media 

or cinematograph films or display are forwarded to the CHCA, advertisements of 



Chapter 4 – The Regulation of Advertising of Medicinal Products in Australia 

 190 

complementary medicines to be broadcast are directed to the ASMI.300 These 

arrangements have resulted in the system becoming increasingly complicated.301 The task 

of pre-approval is delegated to two industry associations, but only one is allowed to pre-

approve for broadcast materials, namely, the ASMI.302 The implication of this is that an 

advertiser, who wishes to advertise complementary medicines in the mass media, 

including both broadcasting and print, would have to send the application to both the ASMI 

and the CHCA, incurring unnecessary costs and delays.303 A suggestion was made to 

have a single body to grant pre-market approval; however, having a single body to pre-

approve advertisements was thought to lead to bottlenecks and delays.304 Further, the 

system is also inconsistent in that it imposes mandatory pre-approval for certain media, 

while exempting others from these requirements.305 In particular, excluding ‗under-the-line‘ 

advertisements from mandatory pre-approval undermines the protection against false and 

misleading representations and unsubstantiated claims that are frequently made on the 

Internet.306  

 

The complaint handling processes of the CRP and the three industry associations are also 

not without drawbacks.307 The CRP would ordinarily request the person apparently 

responsible to withdraw the advertisement, publish a retraction or a correction, withdraw a 

particular claim or representation or request not to use that claim or representation. If its 

request is not complied with within 14 days, then it makes recommendations to the 

Secretary to ensure compliance with the orders. It does not have the power to impose 

compliance with its orders. Referring matters to another body, the Secretary, for 

compliance with orders may well cause delay in removing or halting deceptive 

                                                        
300 Toogoolawa Report above n 198, 13. 
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advertisements.308 In most instances, injuries would have been suffered or expenses would 

have been incurred as a result of relying on deceptive advertisements before they are 

removed or corrective measures are taken to erase the impression created by deceptive 

advertisements.  

 

In [4.4], the reviews that examined the regulation of therapeutic goods including 

therapeutic goods advertising were explored. The reviews identified the weaknesses in the 

regulations and provided recommendation which were subsequently considered by the 

Government. The recommendations made by these Reviews are at various stages of 

implementation. The examination of the regulation of the advertising of therapeutic goods, 

as well as the analysis of reviews conducted by the Federal Government, will assist in 

formulating recommendations to improve the regulation of advertising of medicinal 

products in Malaysia. These analyses are carried out in Chapter 6.  

 
 

                                                        
308 Ibid 86. 
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CHAPTER 5 

AN OVERVIEW OF THE CURRENT REGULATION OF ADVERTISING OF 

MEDICINAL PRODUCTS IN THE UNITED STATES 

5.1 INTRODUCTION  

This chapter examines the regulations relating to advertising of medicinal products 

in the United States for the purposes of a comparative analysis with regulations in Australia 

and Malaysia in Chapter 6. This chapter is divided into six main sections: 

 

Section [5.2] of the chapter determines the type of products that fall under the classification 

of medicinal products in the United States and the circumstance under which these 

products would be exempt from this classification. Medicinal products are known as drugs 

in the United States, and there are two categories of drugs; prescription drugs and non-

prescription drugs. Products including food, dietary supplements and cosmetics (referred to 

as health-related products (‗HRPs‘) in this thesis) may fall within the classification of drugs 

when their advertisements carry therapeutic claims. However, not all products are 

classified as drugs despite therapeutic claims in the advertisements.  

 

Section [5.3] of the chapter explains that the system of regulation of advertising of 

medicinal product in the United States is a statutory regulation, a system where the 

regulation is shared by two Federal agencies, namely, the Food and Drug Administration 

(‗FDA‘) and the Federal Trade Commission (‗FTC‘). The advertising of prescription drugs 

(and the labelling of HRPs) is policed by the FDA1 whereas the advertising of HRPs is 

governed by the FTC.2 The authority to regulate these products is derived from two 

Federal laws, namely, the Federal Food Drug and Cosmetic Act 1938 (United States) and 

the Federal Trade Commission Act 1914 (United States). Although the roles of the FDA 

                                                        
 
1 21 USC §393 (2008. 
 
2 15 USC § 45 (a)(2) (2008). 
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and the FTC with regard to regulation overlap, they do not clash, Indeed the agencies have 

been working together harmoniously under a ‗working agreement,‘ since 1962.3   

 

Section [5.4] of the chapter explores the regulation of the advertising of prescription drugs. 

It examines the regulation from two perspectives: (1) the rules that govern the advertising, 

in [5.4.1]; and (2) the regulatory controls employed in the regulation, in [5.4.2]. In [5.4.1], 

the Federal Food Drug and Cosmetic Act 1938 (United States) which stipulates the rules 

for marketing of drugs is examined. The Federal Food Drug and Cosmetic Act 1938 

(United States) also makes provisions for the promulgation of basic requirements to be 

satisfied in relation to prescription drug advertising,4 and the rules established accordingly 

are codified under Code of Federal Regulation (CFR), namely, 21 CFR § 202.1(e) (2008). 

The CFR, which is referred to as the ‗FDA regulation‘ in this chapter, is also examined. 

Section [5.4.2] examines the regulatory controls employed, namely, systems of pre-

approval of advertisements, monitoring and enforcement. These controls are thought to 

prevent dissemination of deceptive advertisements, and the manner in which these 

controls are carried out is investigated. 

 

Section [5.5] of the chapter examines the regulation of the advertising of HRPs. As in [5.4], 

this section examines the regulation from two perspectives, namely, the advertising rules 

and regulatory controls which are employed in the regulation of advertising of medicinal 

products. The Federal Trade Commission Act 1914 (United States) stipulates the 

regulations for the advertising of all products including products such as, non-prescription 

drugs, food, dietary supplements and cosmetics. The fundamental requirements for 

advertising these products are codified under Title 15 USC (2008). The implementation of 

advertising regulations is assigned to the FTC, and the FTC derives the basis for its 

regulation from principles documented in the Policy Statements. The policy statements are: 

(1) The Deception Policy Statement;5 (2) The Statement on Advertising Substantiation6 (3) 

                                                        
3 Memorandum of Understanding, 36 Fed Reg 18,538 (September 1971). 
 
4 Section 701(a) of the Federal Food Drug and Cosmetic Act 1938 (United States) authorizes the FDA to 
‗promulgate regulations for efficient enforcement of this Act…‘. 
 
5 FTC Policy Statement on Deception, Appended to Cliffdale Associations,., 103 F.T.C 110, 174 (1984) in the 
Letter from FTC to the Hon John D. Dingell, Chairman, Committee on Energy and Commerce, U.S House of 
Representatives, Washington D.C (14 Oct 1983), FDA Advertising and Promotional Manual FDAADPROM 
Appendix 11 (Westlaw, Thompson Publishing Group, 2007) 206. (‗FTC Policy Statement on Deception’). 
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The Statement of Policy on the Scope of the Consumer Unfairness Jurisdiction7 and (4) 

Enforcement Policy Statement on Food Advertising.8 These policy statements are 

examined in [5.5.1] together with a guide, the Dietary Supplement: An Advertising Guide 

for the Industry. These documents prescribe the standards to be observed when making 

claims in advertisements. Section [5.5.2] explores the regulatory controls employed, 

namely, the systems of pre-approval of advertisements, monitoring and enforcement. It 

examines, among other matters, the involvement of self-regulation in the regulatory 

controls and the extent to which self-regulation assists in the regulation of HRPs.  

 

Section [5.6] of the chapter examines the challenges faced by the FDA and the FTC in 

regulating the advertising of medicinal products. It examines First Amendment protection at 

[5.6.1], the learned intermediary rule at [5.6.2], and the rule on federal pre-exemption at 

[5.6.3]. These rules seek to limit the authority of the FDA and FTC with respect to the 

actions which can be brought against advertisers as well as provide sufficient freedom to 

advertisers to promote their products.  

 

Section [5.7] of the chapter consolidates the main points of analysis regarding the 

regulation of advertising of medicinal products in the United States which is to be used in 

the comparative analysis in chapter 6.  

 

 

                                                                                                                                                        
6 FTC Policy Statement on Advertising Substantiation, 48 Fed Reg 10,471 (1984). (‗FTC Policy Statement on 
Advertising Substantiation‘), FDA Advertising and Promotional Manual FDAADPROM Appendix 11 (Westlaw, 
Thompson Publishing Group, 2007) 211.  
 
7 Letter from the FTC to Hon Wendell Ford and Hon. John Danforth, Committee on Commerce, Science and 
Transportation, United States Senate, Commission Statement of Policy on the Scope of Consumer 
Unfairness Jurisdiction (December 17, 1980) reprinted in re Int‘l Harvester Co., 104 F.T.C 949, 1070 n 3 
(1984) (―Unfairness Policy Statement‖), FDA Advertising and Promotional Manual FDAADROM Appendix 11 
(Westlaw, Thompson Publishing Group, 2007) 198. (‗Statement of Policy on the Scope of Consumer 
Unfairness Jurisdiction‘). 
 
8 The Enforcement Policy Statement on Food Advertising (May 1994) 59 Fed. Reg. 28,388, FDA Advertising 
and Promotional Manual FDAADPROM Appendix 11 (Westlaw, Thompson Publishing Group, 2007) 260. 
(‗Policy Statement on Food Advertising’). 
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5.2 THE CLASSIFICATION OF MEDICINAL PRODUCTS IN THE 

UNITED STATES 

As explained at [1.5], medicinal products refer to products with medicinal values or 

products that are claimed to be used for medicinal, remedial or therapeutic purposes such 

as, diagnosing, curing, mitigating, treating or preventing diseases. Products with medicinal 

value will ordinarily include prescription and non-prescription drugs; however, products 

such as food, dietary supplement and cosmetics (HRPs) may fall within the classification of 

drugs by virtue of therapeutic claims in their advertisements. This section of the chapter 

examines the categories of products which are classified as medicinal products and 

instances when they are exempt from the classification. 

 

In the United States, medicinal products are known by, and regulated as drugs. There are 

three factors that determine their classification: (1) intended use;9 (2) composition or 

ingredients10  or (3) risk posed.11 This chapter, however, focuses on the classification of 

drugs by means of ‗intended use‘ since the term ‗intended use‘ refers to claims such as 

diagnosing, curing, mitigating, treating or preventing diseases, carried on advertisements.  

 

In the United States, an article is considered a drug if it falls within the definition of the term 

‗drug‘ as prescribed under section 201 (g) (1) of the Federal Food Drug and Cosmetic Act 

1938 (United States). This section stipulates four categories of products that are classified 

as drugs. These are: 

‗(A)  articles recognized in the official United States Pharmacopoeia, official 

Homeopathic Pharmacopoeia of the United States or official National 

Formulary or any supplement to any of them; and 

                                                        
9 See 21 CFR. § 201.128 (2008). ‗Intended use‘ refers to claims that pledge therapeutic advantages. See 
generally National Nutritional Foods Ass’n v Mathews, 557 F.2d 325,333-335 (2d Cir. 1977); in this case, 
manufacturer intended to distribute vitamins A and D for therapeutic uses. Court said that the intention may 
be inferred from the intention of manufacturers. 
 
10 For examples see 21 CFR. §§ 333.110 – 160 (2008); 21 CFR. § 310.545 (2008); 21 CFR § 348.10 (2008); 
21 CFR. § 310.527 (2008). The use of certain active ingredients or a high concentration of ingredients in the 
product can result in product being classified as drugs.  
 
11 Jacqueline A.Greff, 'Regulation of Cosmetics That are Also Drugs' (1996) 51 Food and Drug Law Journal 
243, 255. 
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(B)   articles intended for use in the diagnosis, cure, mitigation, treatment, or 

prevention of disease in man or other animals; and 

(C)  articles (other than food) intended to affect the structure or any function of 

the body of a man or other animals; and  

(D)   articles intended for use as a component of any article specified in clause 

(A), (B), or (C); but does not include devices or their components, parts or 

accessories.‘12  

 

 

The term ‗drug‘ is defined broadly and as a result, several inferences can be made. Abood 

argues that the use of the term ‗articles‘ in the definition of the term ‗drug‘ gives drugs a 

wider meaning than a ‗scientific or medical definition.13 It includes ‗chemical and non-

chemical compositions.‘14 Therefore, products that are ordinarily referred to as food, dietary 

supplements and cosmetics that are not necessarily of a chemical composition can fall 

under the classification of drugs.15 Further, the term ‗intended‘ as used in section 201 (g) of 

the Federal Food Drug and Cosmetic Act 1938 (United States), refers to the intentions of 

the manufacturer and are determinable from not only what the manufacturer claims to have 

intended, but also from an objective analysis of the contents of the labels and 

advertisements.16  

 

Although a broad category of products may fall under the classification of drugs by virtue of 

the definition of the term ‗drug‘, not all will qualify as drugs. Some products are exempt 

despite classification. The instances when products fall outside the classification of drugs 

are dealt with in [5.2.2]. 

 

                                                        
12 Federal Food Drug and Cosmetic Act 1938 (United States) 201 (g) (1), codified as 21 USC § 321(g) (1) 
(2008). 
 
13 Richard R. Abood, Pharmacy Practice and the Law (Jones and Bartlett, 5th ed, 2008), 47. 
 
14 Ibid.  
 
15 Ibid. 
 
16 21 CFR. § 201.128 (2008); See National Nutritional Foods Ass’n v Mathews, 557 F.2d 325,334 (2d Cir. 
1977). 
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5.2.1 Products that Qualify as Drugs in the United States.  

Products that fall within the classification of drugs in the United States include products that 

carry therapeutical claims or products that are ‗intended to affect the structure and function 

of the body‘.17 However, such products sometimes escape from qualifying as drugs. 

Products such as food, dietary supplements and cosmetics, are in some circumstances, 

exempt from drug classification even-though they fall within the definition of the term ‗drug, 

as will be seen in this section.  

 

In [5.2.1.1] – [5.2.1.4], the statutory definitions of the terms ‗prescription drugs‘ ‗non-

prescription drugs‘, ‗food‘, ‗dietary supplements‘ and ‗cosmetics‘ are examined. Further, the 

circumstances under which products such as food, dietary supplements and cosmetics are 

exempt from classification as drugs, despite falling within the definition of drugs, are 

examined. The objective is to explore the type of products that qualify as drugs and 

examine the advertising regulations that govern them. 

5.2.1.1 Prescription Drugs and Non-Prescription Drugs, and Pharmacy-Only-

Medicines  

While section 201(g)(1) of the Federal Food Drug and Cosmetic Act 1938 (United States) 

prescribes the general term ‗drug‘, the terms ‗prescription drugs‘ and ‗non-prescription 

drugs‘ are not defined under the Act. However, the way they are meant to be distinguished 

is clear from the properties outlined by those substances that need a prescription. Drugs 

that require a prescription are identified in section 503(b)(1) of the Federal Food Drug and 

Cosmetic Act 1938 (United States) as: 

‗A drug intended for use by man which;  

(A) because of its toxicity or other potentiality for harmful effect, or the 

method of its use, or the collateral measures necessary for its 

use, is not safe for use except under the supervision of a 

practitioner licensed by law to administer such drug; or 

                                                        
17 Abood, above n 13, 47. As explained by Abood, an example of products ‗intended to affect the structure 
and function of the body‘ without a therapeutic function, would be contraceptives that prevent pregnancy and 
where pregnancy is not a disease.  
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(B) is limited by an approved application under section 505 to use 

under the professional supervision of a practitioners licensed by 

law to administer such drug; shall be dispensed only  

(i) upon a written prescription of a practitioner licensed by 

law to administer such drug; or  

(ii) upon an oral prescription of such practitioner which is 

reduced promptly to writing and filed by the pharmacist; or  

(iii) by refilling any such written or oral prescription of such 

practitioners is authorised by the prescriber either in the 

original prescription or by oral order which is reduced 

promptly to writing and filed by the pharmacist...‘.18 

 

From the wording of section 503(b)(1) of the Federal Food Drug and Cosmetic Act 1938 

(United States), detailed above, it can be understood that drugs are subject to prescription 

because of their ‗toxicity or other potentiality for harmful effect...‘or in need of supervision 

with regard to their method of use or collateral measures. Such drugs are only obtainable 

with a physician‘s prescription,19 and are ordinarily known as prescription drugs. Drugs 

which do not have such levels of ‗toxicity or potentiality for harmful effect‘ or in need of 

supervision with regard to their method of use or collateral measures, are not subject to 

prescription and can be obtained from pharmacies or non-pharmacies outlets such as, 

supermarkets, retails shops or gas stations.20 Such products are also known as over-the-

counter drugs. These drugs are perceived as safe for the general public to use following 

self-diagnosis, and purchase without a physician‘s prescription.21  

 

                                                        
18 21 USC. § 353(b)(1) (2008).  
 
19 Ibid.  
 
20 Government Accountability Office, United States, Report to the Ranking Minority Member, Committee on 
Commerce, House of Representatives, Non Prescription Drugs: Value of a Pharmacist-Controlled Class Has 
Yet to be Demonstrated, GAO/PEMD-95-12 (1995), 10 & 101. (‗Non Prescription Drugs: Value of a 
Pharmacist-Controlled Class Report’); William J Mead,  ‗New Development in the Approval and Marketing of 
Nonprescription or OTC Drugs‘ in Ira R. Berry & Robert P. Martin (eds) The Pharmaceutical Process 2009 
(Informa Healthcare, 2nd ed, 2009) 313. 
 
21 Non-prescription drugs are known as over -the- counter-drugs and regulated under 21 USC § 330. 2008.  
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It is useful to note that in the United States, there are only two classes of drugs recognised, 

namely, prescription drugs and non-prescription drugs.22 Most countries recognise a third 

class known as ‗pharmacy-only-medicine‘.23 ‗Pharmacy-only-medicine‘ refers to a class of 

medicines that are obtainable from pharmacists without a physician‘s prescription and in 

some instances, dispensable by pharmacists.24  

 

The introduction of pharmacy-only-medicine found little favour in the United States.  A 

study conducted by the United States Government Accountability Office, (the GAO) in 

1995 found it to be unnecessary.25  The study examined, among other things, the viability 

of this third class in the United States, and found little evidence supporting the 

establishment of this class.26 This stance was further supported by a subsequent study in 

2009.27 The 2009 study found that the establishment of this class of drugs cannot be 

considered unless the cost implications are thoroughly investigated.28 Setting up a new 

class of drugs was considered costly; there were costs involved with establishment of 

infrastructures including data infrastructure on patient information and consumer privacy, 

establishment of rules defining pharmacists‘ roles and responsibilities, and training of 

pharmacists and pharmacy staff.29 

5.2.1.2 Food  

Food is defined under section 201(f) of the Federal Food Drug and Cosmetic Act 1938 

(United States) as: ‗(1) article used for food or drink for man or other animals; (2) chewing 

gum; (3) article used for components of any such articles‘. The question is, however, 

                                                        
22 See Pub.L No. 82-215, 65 Stat. 648 (1951). The Durham-Humphrey Amendment of 1951 to the Federal 
Food Drug and Cosmetic Act 1938 (United States) established these two classes of drugs that stand until 
today.  
 
23 Non Prescription Drugs: Value of a Pharmacist-Controlled Class Report, above n 20, 2. 
  
24 Ibid. 2. 
 
25 Ibid 3.  
 
26 Ibid 14–15.  
 
27 See Government Accountability Office, United States, Report to Congressional Requesters Non 
Prescription Drugs: Consideration Regarding a Behind-the-Counter Drug Class (2009), 4 - 6. 
 
28 Ibid 6. 
 
29 Ibid 4-6.  
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whether food may be classified as a drug within section 201(g)(1) of the Federal Food Drug 

and Cosmetic Act 1938 (United States), if found in advertisements to carry a claim for 

therapeutic use or a claim to ‗affect the structure and function of the body‘.  

 

Foods are generally excluded from the classification of drugs. As noted at [5.2.1], section 

201(g)(1) (C) of the Federal Food Drug and Cosmetic Act 1938 (United States) provides 

that ‗articles (other than food) intended to affect the structure or any function of the body of 

a man or other animals‘ are drugs. Foods which are intended for a therapeutic use, 

however, may qualify as drugs by virtue of section 201(g) (1) (B) of the Federal Food Drug 

and Cosmetic Act 1938 (United States) unless they fall under the ‗exception‘ provided by 

section 201(g) (1) (C) of the Act . This section of the Act further states:  

 

‗A food or dietary supplement for which a claim, subject to sections 403(r)(1)(B) 

and 403(r)(3) or sections 403(r)(1)(B) and 403(r)(5)(D), is made in accordance with 

the requirements of section 403(r) is not a drug solely because the label or the 

labeling contains such a claim. A food, dietary ingredient, or dietary supplement for 

which a truthful and not misleading statement is made in accordance with section 

403(r)(6) is not a drug under clause (C) solely because the label or the labeling 

contains such a statement‘. 

 

In essence, the section, section 201(g) (1) (C) of the Federal Food Drug and Cosmetic Act 

1938 (United States), permits food to carry certain types of health-related claims on labels 

and yet not be classified as a drug, if the requirements specified under section 403 (r) of 

the Federal Food Drug and Cosmetic Act 1938 (United States) are complied with. Health 

related-claims are defined as claims that ‗…characterizes the relationship of any substance 

to a disease or health related condition…‘ and include claims that assert ‗...a relationship 

between the presence or level of a substance in the food and a disease or health-related 

message‘.30 ‗Disease or health related condition‘ as mentioned above in the definition of 

health-related claims, refers to ‗damage to an organ, part, structure, or system of the body 
                                                        
30 21 CFR § 101.14(a)(1) (2008) describe broadly the health-related claims as those ‗‗that expressly or by 
implication, including third party references, written statements (for example, brand names including a term 
such as, ―heart‖), symbols, (e.g., a heart symbol), or vignettes, characterizes the relationship of any 
substance to a disease or health related condition. Implied health claims include those statements, symbols, 
vignettes, or other forms of communications that a manufacturer intends, or that would be reasonably 
understood in the context in which they are presented, to assert a relationship between the presence or level 
of a substance in the food and a disease or health-related message‘.  
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such that it does not function properly (e.g cardiovascular disease), or a state of health 

leading to such dysfunction (e.g., hypertension)...‘31  

 

A related issue which requires some explanation before the requirements specified under 

section 403 (r) of the Federal Food Drug and Cosmetic Act 1938 (United States) are 

explored, is whether section 201(g) (1) (C) of the Federal Food Drug and Cosmetic Act 

1938 (United States) is limited to claims carried on labels and labelling or whether it is also 

applicable to claims found in advertisements. This question is posed because the section 

does not make a direct reference to advertisements. The rationale for the rule to be applied 

in both labels and advertisements will be given in the following paragraph.  

 

It is useful to note that the same set of rules, but with different standards, is used with 

regard to food labelling and advertisements. A lower standard is used for advertising. The 

Nutrition Labelling and Education Act of 1990 (United States) which regulates health-

related claims on food labelling, requires the FDA to promulgate rules governing the 

dissemination of health-related information on the labels, and accordingly FDA 

promulgated 21 USC § 343 (r) (3) (A), which is a codified version of section 403(r) of the 

Federal Food Drug and Cosmetic Act 1938 (United States).32 These rules were complex 

for advertising and, therefore, the FTC formulated its own policy statement on food 

advertising, in line with the labelling requirements.33 The principles are set out in 

comparison with FDA‘s food labelling, but pledged to be in harmony with the approach 

taken by the FDA in food labelling.34  For example, the FTC claims to first investigate if the 

advertisers have obtained the FDA labelling approvals. If this is done, then it proceeds to 

investigate if the claims are in violation of the FDA requirements. Only upon being satisfied 

that these two requirements have been complied with, will it proceed to analyse the 

                                                        
31 21 CFR §101.14 (a) (5) (2008).  
 
32 See Douglas W. Hyman, 'The Regulation of Health Claims in Food Advertising: Have the FTC and the FDA 
Finally Reached a Common Ground?' (1996) 51 Food and Drug Law Journal 191, 191; Abood, above n 13, 
49 -50. 
 
33 Hyman above n 32, 191; Policy Statement on Food Advertising above n 8.  
 
34 See Federal Trade Commission, Department of Health and Human Services, United States, A Brief 
Review of the FTC’s Environmental and Food Advertising Enforcement Programs, Remarks of Roscoe B. 
Starek, III, Commissioner of Federal Trade Commission before the Intellectual Property Law Committee of 
the Chicago Bar Association, Young Lawyers Section, Chicago Illinois, (13 October 1995), 4 (‗A Brief Review 
of the FTC’s Environmental and Food Advertising Enforcement Programs’).   
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claims.35 Therefore, the same set of rules are applicable to food labelling and 

advertisements, the standards employed are, however,  different. 

 

The requirements specified under section 403 (r) of the Federal Food Drug and Cosmetic 

Act 1938 are now examined. In order for health-related claims to be used on labels without 

the product having to be classified as drugs, the health-related claims would have to 

belong to the categories of health claims that have been authorized by the FDA and have 

complied with the standard prescribed by the FDA.36 The FDA has to date authorized 

twelve types of health-related claims (referred to as the ‗FDA authorized claims‘),37 and 

they are claims that relate to (1) ‗calcium and osteoporosis; (2) ‗dietary lipid and cancer‘; 

(3) ‗sodium and hypertension‘; (4) ‗dietary saturated fat and cholesterol and heart disease‘; 

(5) ‗(fiber) containing grain products, fruits, vegetables, and cancer‘; (6) ‗fruits, vegetables, 

and grain products that contain fiber, particularly soluble fiber and risk of coronary heart 

diseases‘; (7) ‗fruits and vegetables and cancer‘;  (8) ‗folate and neural tube defects‘; (9) 

‗dietary non-cariogenic carbohydrate sweeteners and dental caries‘; (10) ‗soluble fiber from 

certain foods and risk of coronary heart disease (CHD)‘; (11) ‗soy protein and risk of 

coronary heart disease (CHD)‘ and (12) ‗plant sterol/stanol esters and risk of coronary 

heart disease (CHD)‘.38  

 

These health-related claims, although being authorised, are not permissible on labels 

unless the standard prescribed by the FDA has been complied with.39 The FDA has 

stipulated a set of general requirements to be complied with in relation to the dissemination 

of health-related claims and these are specified at 21 CFR § 101.14 (2008). They include: 

(1) that the claims must be substantiated by a ‗significant scientific experts‘;40 and (2) that 

                                                        
 
35 Ibid. 
 
36 21 USC § 343 (r) (3) (A), (B), and (C) 2008. It is to be noted that 21 USC § 343 (r) (3) is the codified 
version of section 403(r) of the Federal Food Drug and Cosmetic Act 1938. 
 
37 21 CFR. § §101.72 – 83 (2008). It had increased from 8 claims in the year 1996 to 12 in 2008. It has not 
increase since then. This is the status as at 26 October 2010. 
 
38 See 21 CFR. § 101.72 (2008) to 21 CFR. § 101.83 (2008). 
 
39 21 CFR. § 101.14 (2008). 
 
40 See Ibid § 101.14 (c) (2008). The rule on validity of claims requires that the claim be ‗based on the totality 
of the publicly available scientific evidence...from well designed studies... conducted in a manner which is 
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the claim must be complete, truthful and not misleading‘.41 In addition, the claim must also 

illustrate the relationship between the nutrient and disease in a consumer-friendly 

manner.42  

 

The rule regarding the ‗significant scientific agreement‘ requirement, however, has been 

relaxed. Health-related claims that ‗fall short‘ of establishing this requirement are currently 

permissible on labels if they have been argued to be in the best interest of the 

consumers.43 Such claims are known as ‗qualified health claims‘ and are only required to 

fulfill the general requirements specified under 21 CFR § 101.14.  

 

Health-related claims are also permissible if they are based on an ‗authoritative statement‘ 

issued by the ‗scientific body of the U.S. Government or the National Academy of 

Sciences‘ under section 303 and 304 of the Food and Drug Administration Modernization 

Act of 1997 (United States), (the ‗FDAMA‘).44 The health-related claims and the qualified 

health claims, which are authorized, are permissible on food labels and will not result in the 

product being classified as drugs.  

 

Further, there is also a category of claim known as the ‗nutrient content claim‘, which 

characterizes the level of nutrients in a food, using terms such as, free, high, low, healthy, 

light, lite or more.45 These are claims that, for example, describe the levels of (1) calorie or 

                                                                                                                                                        
consistent with generally recognized scientific procedures and principle...agreed among expert qualified by 
scientific training and experience...‘. Also see 21 USC § 343 (r) (3) (B)(i) (2008). 
 
41 21 CFR. § 101.14 (d) (2) (iii) (2008). 
 
42 Ibid § 101.14 (d) (2) (v) (2008). 
 
43 Center For Food Safety and Applied Nutrition, Food and Drug Administration, Department of Health and 
Human Services, United States, Claims That Can be Made For Conventional Foods and Dietary 
Supplements, (2003) 2<http://www.cfsan.fda..gov/dms/hclaims.html >; Abood, above n 13, 52.  
 
44 Health related and nutrient claims were initially only permissible if they were authorised by the FDA, 
however, the FDAMA amended the situation. Sections 303 and 304 of FDAMA amended section 403 (r) (3) 
and 403(r) (2) and permitted them if they are also based on current, published authoritative statements from 
scientific bodies. As a result of this amendment, there are two kinds of authorization for health-related claims: 
(1) the FDA authorised claims; (2) the scientific body authorised claims. See Center For Food Safety and 
Applied Nutrition, Food and Drug Administration, Department of Health and Human Services, United States, 
Guidance For Industry, Notification of a Health Claim or Nutrient Claim Based on an Authoritative Statement 
of a Scientific (1998), 1. (‗Guidance For Industry, Notification of a Health Claim or Nutrient Claim Based on an 
Authoritative Statement of a Scientific’). 

 
45 21 CFR § 101.13 (2008). 
 

http://www.cfsan.fda..gov/dms/hclaims.html
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sugar;46 (2) sodium or salt; 47  (3) total fat, saturated fat, cholesterol;48 or high potency49 or 

good source.50 These claims are authorized and are permissible on the label if they satisfy 

the labelling requirements specified under 21 CFR § 101.54 (a) (2008) to 21 CFR § 101.65 

(a) (2008), or they are based on an ‗authoritative statement‘.51  

 

In addition to these types of permissible claims on the food labels, namely, the ‗FDA 

authorized claims‘ qualified claims and the claims based on authoritative statement‘, which 

exempt food products from being classified as drugs, the Federal Food Drug and Cosmetic 

Act 1938 (United States) recognizes that food can fall under two special categories; (1) 

food for ‗special dietary use‘;52 and (2) ‗medical food‘.53  

 

Food for ‗special dietary use‘ is food which exists because of a special diet required by 

those with a : (1) ‗...physical, physiological, pathological, or other condition, including but 

not limited to the condition of diseases, convalescence, pregnancy, lactation, infancy, 

allergic hypersensitivity to food, underweight, overweight or the need to control the intake 

of sodium‘54 and (2) by those for whom ‗...age, including but not limited to the ages of 

infancy and childhood55 is a factor. Food for ‗special dietary use‘ also included food that 

supplements or fortifies ‗the ordinary or usual diet with any vitamin or mineral or other 

dietary property‘.56 Ordinarily, the labels and advertisements of food for ‗special dietary 

use‘ are only permitted to carry claims that specifically relate to dietary uses, such as 

                                                        
46 Ibid § 101.60 (2008). 
 
47 Ibid § 101.61 (2008). 
 
48 Ibid § 101.62 (2008). 
 
49 Ibid § 101.54 (f) (2008). 
 
50 Ibid § 101.54 (c) (2008). 
 
51 Guidance For Industry, Notification of a Health Claim or Nutrient Claim Based on an Authoritative 
Statement of a Scientific, above n 44, 1.  
 
52 21 CFR. § 105.3(a)(1)(2008).  
 
53 ibid § 101.9 (j)(8); Section 5 (b) of the Orphan Drug Act 1983 (USA), Pub. L. No. 97-414, 96 Stat. 2049; 21 
USCA § 360 ee (3) (2008). 
 
54 21 CFR.§ 105.3(a)(1)(i)(2008). 
 
55 Ibid § 105.3(a)(1)(ii)(2008).  
 
56 Ibid § 105.3(a)(1)(iii)(2008). 
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gluten intolerance, and weight loss and weight gains,57 and therefore will fall under the 

classification of drugs if found to be labelled with general claims of disease prevention, 

treatment, mitigation, cure, or diagnosis. Food for ‗special dietary use‘ is not subject to the 

FDA‘s requirements applicable to food, but is instead subject to labelling requirements that 

are unique for this class of products.58 

 

‗Medical food‘ is ‗food which is formulated to be consumed or administered internally under 

the supervision of a physician‘.59 It is food intended for ‗specific dietary management of a 

disease or condition‘, based on medical evaluation.60 It is specifically formulated to cater 

for a particular medical need and to be used under medical supervision.61 Consequently, it 

may only carry claims that it is specifically designed to meet, and not general claims that 

pledge to cure, mitigate, treat or prevent diseases.62  

 

A further category of food which exists in the United States is ‗functional food‘. Such a 

class is not defined in the Federal Food Drug and Cosmetic Act 1938 (United States), but 

is widely used in the United States. Although not legally defined, it has been described as 

food with ‗basic attributes of traditional food, namely, the taste, aroma or nutritive value 

with ... an additional health benefit‘.63 Concerns have been raised, however, as to what 

category this food will fall under and how it should be regulated.64 Hahn, for example, 

argues that functional food may be regulated based on whether it is food, dietary 

                                                        
57 Ibid § 105.3 (a)(1) (2008.  
 
58 21 USC § 343 (j)) provides that the label must fully inform the consumers of the values of the dietary uses. 
Other requirements are provided under 21 CFR. § 105.62 (2008), 21 CFR. § 105.65 (2008), 21 CFR § 
105.66 (2008). 
 
59 21 CFR § 101.9 (j)(8); Section 5 (b) of the Orphan Drug Act 1983 (USA), Pub. L. No. 97-414, 96 Stat. 
2049; 21 USCA § 360 ee (3) (2008). 
 
60 Ibid.  
 
61  21 CFR § 101.9 (j)(8)(i) – (v) (2008). 
 
62 Ibid. 
 
63 Government Accountability Office, United States, Food Safety: Improvement Needed in Overseeing the 
Safety of Dietary Supplements and Functional Foods, GAO/RCED-00-156 (2000), 3. (‘Food Safety: 
Improvement Needed in Overseeing the Safety Report’).  
 
64 Martin Hahn, 'Functional foods: What are they? How are they regulated? What claims can be made? (The 
Dietary Supplement Health and Education Act: Regulation at a Crossroads)' (2005) 31(2-3) American Journal 
of Law & Medicine 305, 306; Susan Onel, 'Functional Food, Nutraceuticals Designer Foods: What Are They 
and How Are They Regulated?' (2001) Regulatory Affairs Focus 14, 16.  
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supplement, medical food or food fo special dietary use.65 The FDA, however, maintains 

that functional food falls under the category of food and thereby is subject to the 

requirements of food regulations.66 

 

In conclusion, some claims exempt food from being classified as drugs and thereby from 

the drug approval process. Health-related claims, nutrient claims and qualified claims are 

permitted if they are authorised by the FDA and have complied with the FDA prescribed 

standards, or that they are based on an authoritative statement. Further, the regulatory 

regime recognizes that food can fall under other categories such as, ‗special dietary food‘, 

‗medical food‘ and ‗functional food‘. Consequently, foods that fall within these categories 

are exempted from drugs classification unless labelled with general therapeutic claims.  

5.2.1.3  Dietary Supplements  

In the United States, dietary supplements are regulated as food by the FDA under the 

Dietary Supplement Health and Education Act 1994 (United States).67 The Dietary 

Supplement Health and Education Act 1994 (United States) was implemented after 

‗intensive lobbying‘ by the dietary supplement industry, who did not favour the Nutrition 

Labelling and Education Act of 1990 (United States) which regulated dietary supplements. 

It was considered too restrictive for dietary supplements. The Dietary Supplement Health 

and Education Act 1994 (United States) brought some changes; for example, it amended 

the definition of dietary supplement provided under the Federal Food Drug and Cosmetic 

Act 1938 (United States), altered the status of dietary supplement and the FDA‘s authority 

over it.68 

 

 

 

                                                        
65 Hahn, above n 64, 306.  
 
66 Food Safety: Improvement Needed in Overseeing the Safety Report, above n 63, 4. 
 
67 The Dietary Supplement Health and Education Act (1994), Public Law 103-417, 103rd Congress.  
 
68 Ibid.   
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The term ‗dietary supplement‘ is defined under section 3 of the Dietary Supplement Health 

and Education Act 1994 (United States)69 as follows; 

 

 (ff) The term dietary supplement 

(1)  means a product (other than tobacco) intended to supplement the 

diet by increasing the total dietary intake that bears or contains 

one or more of the following dietary ingredients:  

   (A)  a vitamin; 

   (B) a mineral; 

   (C) an herb or other botanical; 

   (D) an amino acid; 

(E) another dietary substance for use by man to supplement 

the diet by increasing the total dietary intake; or 

(F) a concentrate, metabolite, constituent, extract, or 

combination of any  ingredients described in clause (A), 

(B), (C), (D) or (E); 

  (2) means a product that  

(A)(i) is intended for ingestion in a form described in section 

411(c)(1)(B)(i);70 or 

(ii)  complies with section 411(c)(1)(B)(ii);71 

(B) is not represented for use as a conventional food or as a 

sole item of meal or the diet; and 

(C) is labelled as a dietary supplement.  

 

From the wording of the statutory definition, a broad category of products can be expected 

to fall within the classification of dietary supplement. All products which contain ‗dietary 

ingredients‘, and are intended to supplement diet, fall within the classification.72 ‗Dietary 

ingredients‘  may take the form of an extract or concentrates or tablets, capsules, soft-gels, 

                                                        
6921 USC § 321 (ff) (2) 2008. 
 
70 21 USC. § 350 (c)(1)(B)(i) 2008. The form described refers to ‗capsules, powder, softgel, gelcap or liquid‘.  
 
71  Ibid § 350 (c)(1)(B)(ii) 2008. It refers to forms that are not represented as conventional food or represented 
for use as a sole item of a meal or of the diet. 
 
72 Ibid § 321 (ff) (2) 2008. 
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gel-caps, liquids, powders or bars.73 They are, however, limited to products intended for 

ingestion.74 

 

The question is whether dietary supplement can be regulated as drugs if their 

advertisements are found to contain therapeutic claims? Dietary supplements are 

permitted to carry a claim which: (1) states that the product will ‗benefit a classical nutrient 

deficiency disease and discloses the prevalence of such disease in the United States‘; (2) 

‗describes the role of a nutrient or dietary ingredient intended to affect the structure or 

function in humans‘; (3) ‗characterizes the documented mechanism by which a nutrient or 

dietary ingredient acts to maintain such structure or function‘ or (4) ‗describes general well-

being from consumption of a nutrient or dietary ingredient‘.75 These claims will not cause 

dietary supplements to be classified as drugs provided that the ‗FDA prescribed standards‘ 

for dietary supplements have been adhered to before they are carried on the 

advertisements or labels.76 The ‗FDA prescribed standards‘ requires that the claims are: (1) 

substantiated, truthful and not misleading and (2) contain a disclosure statement pertaining 

to the claims: ‗This statement has not been evaluated by the Food and Drug 

Administration. This product is not intended to diagnose, treat, cure or prevent any 

disease‘.77 

 

It is clear from ‗the FDA prescribed standards‘ that therapeutic claims are not permitted on 

advertisements of dietary supplements.78 However, because dietary supplements are 

classified as a sub-category of food, the question arises as whether they are allowed to 

carry claims which are permissible to food labelling. Section 21 CFR § 101.93 (3) (f) (2008) 

provides ‗... if a label or labelling of a product marketed as a dietary supplement bears a 

disease claim... the product will be subject to regulation as a drug unless the claim is an 

authorized health claim for which the product qualifies‘. Therefore, dietary supplements 

                                                        
73 Ibid § 350 (c)(1)(B)(i) 2008. 
 
74 Ibid § 321 (ff) (2) (A) (i) 2008. 
 
75 Ibid § 343(r)(6)(A) (2008). 
 
76 Ibid § 343(r)(6) (B) and (C) (2008); 21  CFR § 101.93 (3) (c) (2008).  
 
77 Ibid. This notice must be given to the FDA no later than 30 days that the dietary supplements with such 
statement have been marketed.  
 
78 21 CFR § 101.93 (3) (c) (2008). 
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may carry (1) FDA authorized health-related claims; (2) nutrient health claims and (3) 

qualified health claims. They may also carry ‗affect the structure and function of body 

claims‘. 79 

5.2.1.4 Cosmetics  

Cosmetics are defined under section 201(i) of the Federal Food Drug and Cosmetic Act 

1938 (United States) as ‗(1) articles intended to be rubbed, poured, sprinkled or sprayed 

on, introduced into, or otherwise applied to the human body or any part thereof for 

cleansing, beautifying, promoting attractiveness or altering the appearance and (2) articles 

intended for use as a component of any such articles; except that such term shall not 

include soap‘.80 They include articles used externally as well as internally. Thirteen 

categories of products are classified as cosmetics, namely, (1) baby products; (2) bath 

products; (3) eye makeup; (4) fragrances; (5) hair products (non-colouring); (6) hair 

colourings; (7) make up other than eye makeup; (8) manicuring; (9) oral hygiene products; 

(10) personal cleanliness products; (11) shavings products; (12) skin care products and 

(13) suntan products.81 Advertisements for these categories of cosmetics must specify the 

intended use of the products;82 and where, cosmetics have a dual purpose (e.g. to beautify 

and treat) such as acne treatment cosmetics, anti-bacterial face wash, anti-dandruff 

shampoos and anti-perspirant deodorant, this must also be stated. In instances of dual-

purpose, the products may be subject to the labelling requirements of drugs specified 

under Chapter V of the Federal Food Drug and Cosmetic Act 1938 (United States).83 

Cosmetics that are intended to diagnose, cure, mitigate, treat or prevent diseases fall 

under the classification of drugs in the United States, and no exemptions are established.84 

 

                                                        
79 Ibid § 101.93 (f) (2008). 
 
80 21 USC § 321(i) (2008) (2008).  
 
81 21 CFR § 720.4(4)(c) (1) – (13) (2008). 
 
82 Ibid. 
 
83 Ibid § 700.11 - 700.35 (2008). 
 
84 Ibid § 700.3 (b) (2008). 
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5.2.1.5 Implication of Classification of Drugs in the United States  

Determining the types of products which fall within the classification of drugs in the United 

States is crucial for a number of reasons. The classification determines the agency that 

would regulate the advertising. If a product is prescription drug, the advertising will be 

regulated by the FDA, otherwise it will be governed by the FTC. Moreover, the 

classification of products as drugs gives greater control to the FDA with respect of its 

regulation. The FDA, for instance, is able to impose labelling requirements. The labelling 

requirements of products classified as drugs are more stringent and detailed compared to 

those which are not considered as drugs, as will be noted from [5.4.1.1].  

 

The primary implication of classification of products as drugs is, however, that these 

products are subject to a drug safety control, a pre-advertising control. This control 

involves the requirement to obtain a pre-approval, and the pre-approval is a confirmation 

that products are safe and effective before they may be marketed.85 Products, however, do 

not, need to show that they are risk free; but they do need to show that the risks associated 

with their use do not outweigh the benefits derived.86 Here, risk evaluation and mitigation 

strategies are used to determine if the benefit of the product outweighs the risk associated 

with the use of the drug before the drug is made available to the public.87 The analysis 

considers the following: (1) the estimated size of the population that would use the drug; 

(2) the seriousness of the disease or condition for which they will be used; (3) the expected 

benefits of the drug, and (4) the duration of the treatment, its known risk, and potential 

adverse reactions.88 This evaluation is carried out at various stages: (1) initial drug 

approval stage; (2) post-approval stage; (3) during drug access stage and (4) re-evaluation 

at post-marketing stage.89 

 

The process of ensuring that drugs are safe and effective is long and tedious.  Pre-market 

approval must be obtained from the FDA.  This is a confirmation that scientific testing for 

                                                        
 
85 21 USC § 360 e (2008).  

86  Ibid § 355 -1 (2008). 

87 Ibid § 355 -1 (2008). 

88 Ibid § 355 -1 (2008). 

89 Ibid § 355 -1(2008). 
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safety and efficacy of the product has been conducted.90 The scientific testing process is 

complex, involving various types of studies.91 There is also a requirement that the tests are 

documented and submitted along with the relevant application for risk assessments.92  

 

In some instances, a post-approval study(ies) of the drug, or a post-approval clinical trial(s) 

of the drug may be carried out. These particular types of studies are carried out in order to: 

(1) ‗assess a known serious risk‘ or (2) ‗assess signals of serious risk‘ which are related to 

the use of drugs.93 They are also carried out to ‗identify an unexpected serious risk when 

available data indicates the potential for a serious risk‘.94 Further, when there are 

manufacturing changes after approval is granted, additional approval may be required. The 

application for further approval must contain information that ‗validates the effects of the 

change on the identity, strength, quality and purity of the drugs.95 Supporting evidence 

must also be forwarded to show that changes effected do not adversely affect the quality of 

products.96 For instance, a packaging change from a blister pack to a bottle has regulatory 

implications which are complex.97 Where there are chemical compositions, a packaging 

change may of necessity involve a change in the structure of bulk powder, and supporting 

                                                        
 
90 Ibid §360 e (2008).  
 
91 See 21 CFR. § 312.21 (2008). The scientific testing or clinical investigation is generally divided into three 
phases. The first phase is where ‗initial introduction of an investigational new drug into humans‘ is carried out, 
and it ‗includes studies of drug metabolism, structure-activity relationships, and mechanism of action in 
humans‘. Phase 2 includes ‗the controlled clinical studies conducted to evaluate the effectiveness of the drug 
for a particular indication or indications in patients with the disease or condition under study and to determine 
the common short-term side effects and risks associated with the drug‘. Phase three is where studies are 
‗performed after preliminary evidence suggesting effectiveness of the drug has been obtained‘. This is 
intended to gather the additional information about effectiveness and safety that is needed to evaluate the 
overall benefit-risk relationship of the drug and to provide an adequate basis for physician labeling‘. ‗Drug 
component, the composition of drug, description of the methods used in and the facilities used for the 
manufacture, processing must be documented for approval processes, as required under 21 USC. §355 (b) 
(2008). Further, in some instances animal testing is required and the studies of the ‗drug‘s pharmacologic 
and toxic effects on animal‘ must be conducted, as required under 21 CFR. § 312.23(a)(8) (2008).  
 
92 21 USC §355 (2008).  
 
93 Ibid §355 (o) (3) (A) (2008)  
 
94 Ibid §355 (o) (3) (B) (2008)  
 
95 Ibid §356 (a) (2008) 
 
96 Ibid; Leo J Lucisano, Kevin A. Millier, Lorien Armour, ‗CMC Postapproval Regulatory Affairs: Constantly 
Managing Change‘ in Ira R. Berry & Robert P. Martin (eds) The Pharmaceutical Process 2005 (Informa 
Healthcare, 2nd ed, 2009) 411, 413. 
 
97 Lucisano, Millier, and Armour, above n 96. 
 



Chapter 5 –The Regulation of Advertising of Medicinal Products in the United States 

 212 

evidence may have to be submitted to show that changes effected do not affect the quality 

of the product.98  

 

Therefore, the perception is that products which are classified as drugs are ensured to be 

safe and effective before they are marketed. The level of safety and efficacy is determined 

by considering if the benefits of using the drugs outweigh the risk associated with the use 

of drugs. The process involved in ensuring that the products are relatively safe and 

effective is long and tedious. Furthermore, the  FDA is often challenged by manufacturers 

on the legality of their pre-market approval requirements for health claims and their 

procedure with respect to standards required for ‗significant scientific agreement‘, as will be 

seen in [5.6.1] of this chapter.  

 

 

 

 

 

 

 

                                                        
98 Ibid.  
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5.3 THE REGULATION OF THE ADVERTISING OF MEDICINAL 

PRODUCTS IN THE UNITED STATES  

The regulation of the advertising of medicinal products in the United States will be 

discussed under two broad headings: (1) the regulation of prescription drugs advertising, at 

[5.4], and (2) the regulation of advertising of non-prescription drugs, food, dietary 

supplements and cosmetics which are referred to as HRPs, at [5.5]. This section of the 

chapter discusses the roles and functions of two Federal agencies, namely, the FDA and 

the FTC in the regulation of the advertising of medicinal products. The objective is to 

enable a better understanding of the regulation of prescription drugs and the advertising of 

HRPs in [5.4] and [5.5] respectively.  In [5.3.1], their establishment, constitution and 

individual responsibilities of the agencies, are examined and in [5.3.2], their ‗shared 

responsibility‘.  

5.3.1 The Agencies that Regulate the Advertising of Medicinal Products in the 

United States  

The regulation of the advertising of medicinal products is administered by two Federal 

agencies, the FDA and the FTC. The FDA oversees the advertising of prescription drugs 

and the FTC regulates the advertising of other products including non-prescription drugs, 

food, dietary supplements and cosmetics.99 

The FDA is established under section 903 of the Federal Food Drug and Cosmetic Act 

1938 (United States) to promote the public health through adequate clinical research and 

ensure appropriate marketing of regulated products.100 It is charged with ensuring the 

appropriateness of food and cosmetic labelling and the advertising of prescription drugs.101 

It is a section in the Department of Health and Human Services (the ‗DHHS‘), which consist 

of five main centers: (1) The Center for Biologics Evaluation and Research; (2) The Center 

for Food Safety and Applied Nutrition; (3) The Center for Drug Evaluation and Research; 

(4) The Center for Veterinary Medicine and (5) The Center for Devices and Radiological 

                                                        
99 21 USC §393 (2008) and USC 45 § 45(a)(2) 2008.  
 
100 21 USC §393 (2008). 
 
101 Ibid. 
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Health.102 The regulation of the advertising of drugs is carried out by FDA‘s Center for Drug 

Evaluation and Research (the ‗CDER‘) through its Division of Drugs, Marketing, Advertising 

and Communications (DDMAC).103 This Division aims to ensure that information which is 

truthful, balanced and accurate is communicated to the public.104  

The FTC is the Federal law enforcement agency that administers both consumer protection 

and competition in commerce. It is authorised under section 5(a)(2) of the Federal Trade 

Commission Act 1914 (United States) ‗to prevent ...the [use] of … unfair methods of 

competition in or affecting commerce and unfair or deceptive acts or practices in or 

affecting commerce‘.105 The FTC is assisted by a number of bureaus.106 The FTC‘s work 

relating to consumer protection is pursued by the Bureau of Consumer Protection, with the 

assistance of seven (7) divisions, namely; (1) The Division of Advertising Practices; (2) The 

Division of Consumer and Business Education; (3) The Division of Enforcement; (4) The 

Division of Financial Practices; (5) The Division of Marketing Practices; (6) The Division of 

Planning and Information and (7) The Division of Privacy and Identity Protection.107 The 

regulation of advertising of drugs is policed by the Division of Advertising Practices.108  

 

The Bureau of Consumer Protection is charged with multiple task. It is commissioned to: 

(1) conduct investigations and sue for violation of laws; (2) develop rules and policies; (3) 

                                                        

102 Food and Drug Administration, Department of Health and Human Services About FDA Centers & Offices 
< http://www.fda.gov/AboutFDA/CentersOffices/default.htm> . 

103 Ibid; Government Accountability Office, United States, Report to Congressional Requesters, Prescription 
Drugs: Improvements Needed in FDA’s Oversight of Direct-to-Consumer Advertising, GAO -07-54 (2006) 2. 
(‗FDA’s Oversight of Direct-to-Consumer Advertising Report’).  
 
104 Center for Drug Evaluation and Research, Division of Drug Marketing Advertising And Communications, 
Food and Drug Administration, United States, Federal Mission Statement at 
<http://www.fda.gov/cder/ddmac>.  
 
105 15 USC § 45 (a)(2) (2008). 
 
106 Three Bureaus which assist the FTC are: (1) the Bureau of Competition which responsible for the 
promotion and protection of free competitions; (2) the Bureau of Economics that is responsible for the 
economic analysis, antitrust and consumer protection investigations, assist FTC in its regulations and (3) the 
Bureau of Consumer Protection. See Federal Trade Commission, Department of Health and Human 
Services, United States About the Bureau of Consumer Protection < http://www.ftc.gov/bcp/about.shtm>. 
(‗About the Bureau of Consumer Protection Report’). 
 
107 About the Bureau of Consumer Protection Report, above n 106.  
 
108 Ibid. 
 

http://www.fda.gov/AboutFDA/CentersOffices/default.htm
http://www.ftc.gov/bcp/about.shtm
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educate businesses regarding their rights and responsibility in advertising and (4) channel 

complaints about consumer fraud which have been gathered to law enforcement agencies 

for further action.109 Its Division of Advertising Practices monitors the advertising practices, 

and initiates administrative and enforcement actions in the Federal District Court for 

violations of orders.110 Further, it also coordinates with the Federal and International Law 

Enforcement Agencies to detect unfair and deceptive advertising practices.111 

5.3.2 Shared responsibility between the FDA and the FTC 

As noted in the above paragraph, the FDA is responsible for the advertising of prescription 

drugs and the labelling of food and cosmetics.112 The FTC, on the other hand, is 

responsible for the advertising of non-prescription drugs, food, dietary supplement and 

cosmetics.113 Despite the division (partition) of the regulatory function, they have worked 

together in regulating the dissemination of information on advertisements. As noted at 

[5.2.1.2], FTC relies and accepts, the FDA‘s labelling requirements as guidelines for 

advertising claims. The FTC has prepared its food advertising policy, known as the Food 

Advertising Enforcement Policy Statement 1994, in comparison with the labelling 

requirements of the FDA. Although the FTC differs in the standards applied in advertising, 

the FTC requires that the FDA labelling requirements be fulfilled as a pre-condition for 

advertising.114 The approach adopted by the FTC in food advertising is discussed at length 

at [5.5.1.5].  

 

                                                        
109 Ibid. 
 
110 Ibid. 
 
111 Ibid. 
 
112 21 USC §393 (2008). 
 
113 15 USC § 45 (a)(2) (2008). 
 
114 A Brief Review of the FTC’s Environmental and Food Advertising Enforcement Programs, above n 34, 4. 
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5.4.  THE REGULATION OF ADVERTISING OF PRESCRIPTION DRUGS 

IN THE UNITED STATES 

The regulation of the advertising of prescription drugs in the United States is different from 

most countries because the United States, with the exception of New Zealand, permits 

‗direct-to-consumer advertising‘ (DTCA) of prescription drugs.115 The phrase ‗direct-to-

consumer advertising‘ ordinarily refers to advertisements that are directed at consumers in 

various media such as print and broadcast. DTCA of prescription drugs is allowed in the 

United States because DTCA of prescription drugs is thought of as an appropriate source 

of information empowering consumers with the ability to make an informed choice.116 

However, there have been debates as to whether such advertising is indeed beneficial to 

consumers.117  

 

This section of the chapter examines the regulation of advertising of prescription drugs in 

the United States. In [5.4.1], it examines the laws governing the advertising of prescription 

drugs, which include the Federal Food Drug and Cosmetic Act 1938 (United States), the 

FDA regulations and guidance document. The regulatory controls, namely, the system of 

pre-approval of advertisements, monitoring and enforcement of violation of advertising 

laws are explored in [5.4.2]. 

5.4.1. Laws Governing the Advertising of Prescription Drugs  

The regulations governing the advertising of prescription drugs are specified under the 

Federal Food Drug and Cosmetic Act 1938 (United States), which is the Federal legislation 

that governs the manufacturing, marketing and the distribution of drugs in the United 

States.118 The primary rule that regulates the advertising of prescription drugs is section 

                                                        
115 21 CFR. § 202.1(e) (2008); The advertising of prescription drugs is regulated under section 502 of the 
Federal Food Drug and Cosmetic Act 1938 (United States).  
 
116 See Anthony D Cox and Dena Cox, 'A Defense of Direct-to-Consumer Prescription Drug Advertising' 
(2010) 53 Business Horizon 221, 227; Isaac D. Montoya, Gwen Lee-Dukes and Dhvani Shah, 'Direct -To-
Consumer Advertising: Its Effects on Stakeholders' (2008) 37(2) Journal of Allied Health 116, 118; Jeffrey T 
Berger, et al., 'Direct-to-Consumer Drug Marketing: Public Service or Disservice?' (2001) 68(3) The Mount 
Sinai Journal of Medicine 197, 199. 
 
117 The advantages and disadvantages of DTCA of prescription drugs are discussed in detail in [6.2.4.1] and 
[6.2.4.2] of Chapter 6. 
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502 of the Federal Food Drug and Cosmetic Act 1938 (United States), and this section is 

implemented through the FDA regulations, codified at Title 21 CFR § 202.1(e) (2008). It is 

useful to note that in the United States, legislation is supplemented by regulations 

established by agencies, which are codified as Code of Federal Regulation (the ‗CFR‘). 

These are, in essence, compilations of regulations under various titles and are published 

yearly. The FDA regulations pertaining to the labelling and advertising of prescription drugs 

are codified under Title 21 CFR Part 201 and 202 (2008). These rules are applicable to 

advertisements that are directed at healthcare professionals as well as consumers. The 

same standards of rules have been used on advertisements directed at health-care and 

consumers since 1985, the year DTCA of prescription drugs was permitted.119 

5.4.1.1 Federal Food Drug and Cosmetic Act 1938 (United States) 

Two sections, namely sections 502 (a) and 502 (n) of the Federal Food Drug and Cosmetic 

Act 1938 (United States) are important in the regulation of advertising of prescription drugs 

and these are examined. Section 502 (a) of the Federal Food Drug and Cosmetic Act 1938 

(United States) prohibits false and misleading labelling,120 and section 502 (n) of the 

Federal Food Drug and Cosmetic Act 1938 (United States) prescribes specific 

requirements to be fulfilled in relation to advertising and labelling of prescription drugs.121 It 

                                                                                                                                                        
118 Francis B. Palumbo and C Daniel Mullins, 'The Development of Direct-to-Consumer Prescription Drugs 
Advertising Regulation' (2002) 57 Food and Drug Law Journal 423. Before the Federal Food Drug and 
Cosmetic Act 1938 (United States), the Pure Food and Drug Act of 1906 (United States) governed the food 
and drugs regulations in the United States. This legislation had a few deficiencies and loopholes. Although it 
contained provisions regarding labelling, it failed to provide for advertising. Hence false claims that were not 
on labels were not prohibited. In 1938, the Federal Food Drug and Cosmetic Act 1938 (United States) was 
enacted repealing the Pure Food and Drug Act of 1906 (United States). The Federal Food Drug and 
Cosmetic Act 1938 (United States) introduced regulations for prescription drug advertising: at 424-425.  
 
119 Ibid 425. Historically, advertisements of prescription drugs were only directed at medical professionals. 
However, in 1981, a drug called Rufen, an ibuprofen product, was promoted by Boots Pharmaceuticals, an 
American subsidiary of a British drug company. The information about the drugs proved to be beneficial to 
consumers. More drugs were promoted to consumers and the pharmaceutical companies began to argue 
that the DTCA of prescription drugs benefited consumers. They proposed that DTCA of prescription drug be 
permitted for the benefit of consumers. Requiring time to contemplate on the proposal, the FDA issued a 
request for a voluntary moratorium on DTCA of prescription drugs and commissioned studies on the benefits 
of DTCA. The studies convinced the FDA that DTCA of prescription drugs is beneficial to consumers. The 
DTCA of prescription drugs, which continues today, was allowed at that point. Soon after, the FDA 
announced that the regulation applicable to advertisements of healthcare professionals will be also applied to 
those directed to consumers: at 425 – 426. 
  
120 21 USC § 352 (a) 2008. The prohibition in this section is applicable to drugs, devices, food and cosmetics.  
 
121 21 USC § 352 (n) 2008. 
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stipulates that ‗prescription drugs distributed or offered for sale in any state, to contain in all 

advertisements and other descriptive printed matters issued or caused to be issued by the 

manufacturer, packer or distributor ... a true statement of‘:  

(1)  the established name as defined in section 502(e), printed prominently 

and in type at least half as large as that used for any trade or  brand 

name; 

(2)  the formula showing quantitatively each ingredient of such drugs to the 

extent required for labels under section 502(e)122 and 

(3)  such other information in brief summary relating to side effects, 

contraindications and effectiveness as shall be required in regulations...‘. 

 

In essence, section 502 (a) of the Federal Food Drug and Cosmetic Act 1938 (United 

States) requires that the content of advertisements be truthful and accurate, and section 

502 (n) of the Federal Food Drug and Cosmetic Act 1938 (United States) requires 

advertisements to carry complete information including the established names, the 

ingredients as approved by the labelling requirements and a brief summary of the product‘s 

side effects, contraindications and effectiveness.123  

 

In addition to these provisions, the FDA regulations require that the advertisement does the 

following: (1) reflects a ‗fair balance‘ between the effectiveness of the advertised drugs and 

the side effects, risks and contraindications;124 (2) be consistent with the FDA approved 

labelling125 and (3) that the information is presented in a language comprehensible to 

consumers.126 These three provisions are further elaborated by way of examples in the 

following paragraph.  

                                                        
122 The provision prescribes the regulations concerning the ‗designation of drugs or devices by established 
names‘.  
 
123 21 CFR § 202.1(e) (2008).  
 
124 Ibid § 202. 1(e) (5). 
 
125 Ibid § 202. 1(e) (6). 
 
126 Center For Drug Evaluation and Research (CDER) and Center for Biologics Evaluation and Research 
(CBER), Food and Drug Administration, Department of Health and Human Services, United States, Guidance 
For Industry: Brief Summary, Disclosing Risk Information in Consumer-Directed Print Advertisements 
(January 2004), 6 <htpp://www.fda/cder/guidance/5669dft.pdf>. (‗Guidance For Industry: Brief Summary, 
Disclosing Risk Information in Consumer-Directed Print Advertisements’).  
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First, information is considered as unfairly balanced if, for example (1) comparisons 

between drugs on safety and efficacy  are made without proof;127 (2) exaggerated studies 

are presented;128 (3) references to literature or studies on the effectiveness of drugs are 

presented in a misleading manner;129 (4) data or conclusions from non-clinical studies are 

misrepresented as having clinical significance when in fact they do not130 and (5) 

headlines, sub-headlines or pictorials or other graphics are misrepresented.131  

 

Second, information is considered as consistent with the ‗FDA approved labelling‘, when 

labels provide the information required by law.132 The ‗FDA approved labelling‘ is of two 

kinds: (1) The ‗FDA-approved patient labelling‘ and (2) the ‗FDA-approved professional 

labelling‘.133 Whilst the ‗FDA-approved patient labelling‘ refers to labels that provide risk 

and benefit information which can facilitate patient (with the involvement of a physician) on 

whether to use prescription drugs, the ‗FDA-approved professional labelling‘ refers to 

labels prepared for an audience of health-care professionals, using technical medical 

language.134  

 

Third, the requirement about providing information on side effects, contradictions and 

effectiveness on advertisements, is considered to be satisfied when language that is 

comprehensible and easily accessible is used. To facilitate this, two different methods for 

disseminating information on side effects, contradictions and effectiveness have been 

implemented, namely: (1) the use of a brief summary for print media; (2) the use of 

‗adequate provision‘ for broadcast media.135  

                                                        
127 21 CFR § 202 (1) (e) (6) (ii) (2008). 
 
128 Ibid § 202 (1) (e) (6) (v) (2008). 
 
129 Ibid § 202 (1) (e) (6) (vi) (2008). 
 
130 Ibid § 202 (1) (e) (6) (vii)(2008). 
 
131 Ibid § 202 (1) (e) (6) (xviii) (2008). 
 
132 Ibid § 202. 1(e) (6).  
 
133 Guidance For Industry: Brief Summary, Disclosing Risk Information in Consumer-Directed Print 
Advertisements, above n 126.   
 
134 Ibid 4.  
 
135 Ibid 5.  
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Brief summary, in essence, means that the advertisement for a prescription drug discloses 

information such as side effect, warning, precaution, and contraindication.  ‗Adequate 

provision‘ means that the advertisers provide ‗means of access‘ to the information relating 

to side effects, contra-indications and effectiveness. An ‗adequate provision‘ can be 

satisfied by complying with four criteria set out in the FDA‘s Guidance for Industry (1999), 

which is summarised as follows:  

 

Advertisers are:  

a) to disclose a toll-free number for consumers to call.  Consumers who ring 

this number should have the FDA approved label for the product read to 

them. Alternatively, the label should be mailed to them in a timely manner. 

An appropriate time frame would be within two business day of receipt; 

b) to disclose an Internet web page which can enable consumers to access 

the FDA approved labels; 

c) to provide an alternative mechanism for consumers without access to the 

Internet to access to the FDA approved labels of the products and 

d) to disclose a statement which guides consumers to physicians or 

pharmacists (or other health care providers) so as to ensure that they are 

additionally informed regarding the products.136 

 

This requirement to furnish a brief summary or an adequate provision is, however, not 

applicable to all types of advertisements.137 It is not applicable to advertisements that do 

not feature an indication regarding the safety and efficacy of drugs.138 ‗Reminder 

advertisements‘, bulk-sale drugs advertisements and advertisements of prescription-

compounding drugs are three examples.139 ‗Reminder advertisements‘ are advertisements 

which remind consumers of a particular drug(s) by calling their attention by reference to a 

name without mentioning the functions of the drugs.140 They provide the proprietary or 

                                                        
136 Center For Drug Evaluation and Research (CDER) and Center for Biologics Evaluation and Research 
(CBER), Food and Drug Administration Department of Health and Human Services, United States, Guidance 
for Industry: (9 August 1999), 2. 
 
137 See 21 CFR § 202.1 (e)(2) (2008).  
 
138 Ibid § 202.1 (e)(2) (2008).  
 
139 Ibid.  
 
140 Ibid § 202.1 (e)(2) (i) (2008).  
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established name of the drug or the price of product without the mention of indications or 

dosage recommended for use of the drug.141 Advertisements of bulk-sale drugs are 

advertisements that promote sale of drugs in bulk packages, and the bulk packages are 

‗packed in accordance with the practice of the trade solely to be processed, manufactured, 

labelled or repacked in small quantities‘.142 Advertisements for prescription-compounding 

drugs are advertisements for a ‗…prescription chemical or other compound for use by 

registered pharmacist in compounding prescriptions...‘.143  

 

Ordinarily, advertisements of prescription drugs may feature an indication regarding the 

safety and efficacy of drugs, and when they do, they are subject to the FDA regulations.144 

Failure to comply with the FDA regulations will result in the products being declared 

‗misbranded‘. Misbranded in a broader sense denotes non-compliance or violation of 

regulations; however, in the context of advertising, it refers to representations in 

advertisements that are false or misleading, lacking in material facts, or presentation of 

improperly balanced risk and benefits information.145 

5.4.2 The Regulatory Controls over the Advertising of Prescription Drugs 

Although regulatory controls of advertising of prescription drugs may involve the use of a 

broad spectrum of strategies to prevent deceptive advertising, the discussion in this section 

is confined to the main controls employed, namely, systems of pre-approval of 

advertisements, monitoring and enforcements. The objective is to facilitate a comparative 

analysis with two other jurisdictions, namely Australia and Malaysia, which similarly employ 

such regulatory controls, in [6.3.3.2] of Chapter 6. 

 

As explained in [1.5] of Chapter 1, a system of pre-approval of advertisements is a form of 

control which is used to filter false and misleading advertisements from reaching the 

                                                                                                                                                        
 
141 Ibid. 
 
142 Ibid § 202.1(e)(2)(ii) (2008). 
 
143 Ibid § 202.1 (e)(2) (iii)(2008). 
 
144 21 USC § 352 (a) 2008; 21 USC § 352 (n) 2008; 21 CFR § 202 (1) (e) (6).  
 
145 21 USC § 352 (2008). 
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consumers. The system of enforcement, on the other hand, is a form of control that is 

employed after the deception has reached consumers. The intention is to prevent the 

occurrence of future deceptive advertising. Monitoring is carried out to detect violation of 

laws. 

5.4.2.1 System of Pre-Approval of Advertisements  

In the United States, pre-approval of advertisement is not compulsory for all types of drugs. 

Only ‗drugs which are approved on an accelerated basis‘ (referred to as DAAB in this 

chapter) are required to be pre-approved before they are advertised.146 DAAB are new 

drugs that treat serious or life threatening illnesses such as cancers,147 and they are given 

initial approval without the immediate proof of ‗clinical benefits‘. This is because to prove 

‗clinical benefits‘ of new drugs may take years, and the seriousness of the illness requires 

urgent disposal of these types of drugs to consumers.148 ‗Clinical benefits‘ refers to an 

improvement in the condition of the patient such as, a ‗survival of the disease, disease-free 

survival or symptom benefits‘ or a progress to a less serious condition.149 Therefore, the 

law prescribes that studies proving the ‗clinical benefits‘ of the drugs may be submitted 

after pre-approval is granted.150 Pre-approval for these drugs is, however, a pre-

requisite.151  

                                                        
146 21 CFR § 314 sub-part H; The regulations governing drugs which are approved on an accelerated basis 
are codified as 21 CFR § 314.500 – 314.550; Also see Richard L. Schilsky, 'Hurry Up and Wait: Is 
Accelerated Approval of New Cancer Drugs in the Best Interests of Cancer Patients?' (2003) 21(20) Journal 
of Clinical Oncology 3718, 3719; Center of Drugs Evaluation and Research and Center for Biologics 
Evaluation and Research, Food and Drug Administration, Department of Health and Human Services, United 
States, Guidance for Industry – Accelerated Approval Products – Submission of Promotional Material, 1. 
 
147 See 21 CFR § 314.500. 
 
148 Ibid § 314.510 (2008). 
 
149 See Schilsky, above n 146, 3719. 
 
150 Ibid 3720. The debate surrounding accelerated approval is whether such an approval is effective and is in 
the best interest of the patients since rapid drug approvals may not ensure that drug‘s safety and efficacies. 
See Ibid. Also see generally Vivian I. Orlando, 'The FDA's Accelerated Approval Process: Does the 
Pharmaceutical Industry Have Adequate Incentives For Self-Regulation?' (1999) 25 American Journal of Law 
& Medicine 543, 551. 
 
151 21 CFR § 314. 510 & 520. The regulations regarding the application process for accelerated approvals are 
set out at 21 CFR § 314.550 (2008) which provides that ‗... applicants must submit to the agency for 
consideration during the pre-approval review period, copies of all promotional materials, including 
promotional labeling as well as advertisements, intended for dissemination or publication within 120 days 
following marketing approval. After 120 days following marketing approval, unless otherwise informed by the 
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For all other types of advertisements of prescription drugs, advertisers are not required to 

obtain a pre-approval before the advertisement is broadcast, published or distributed, 

although they may voluntarily submit the final copies at the time of dissemination of 

advertisements for reviews by the FDA.152 

5.4.2.2 Monitoring of Violation of Laws 

The absence of pre-approval for all advertisements in the system of control is not a major 

hindrance to the regulation of advertising of prescription drugs, if promotional materials are 

constantly monitored for falsities or violations of laws. In the United States, the Division of 

Drugs, Marketing, Advertising and Communications, a division within the Center for Drug 

Evaluation and Research of the FDA, in addition to its own monitoring, also relies on 

information forwarded by concerned consumers, healthcare professionals and competitors 

on violations and non-compliance with the laws.153 The type of falsities and violations of 

laws ordinarily monitored include: (1) failure to communicate adequate information about 

the risks and safety of the drugs;154 (2) misleading comparative claims; 155 (3) overstating of 

product efficacy156 and (4) minimizing risks.157 Such circumstances lead to regulatory 

actions being pursued by the FDA against drug manufacturers or companies. The 

regulatory actions are explored in the following section, [5.4.2.3]. 

 

                                                                                                                                                        
agency, the applicant must submit promotional materials at least 30 days prior to the intended time of initial 
dissemination of the labeling or initial publication of the advertisement‘.  
 
152 21 CFR § 314.81(b)(3)(i) (2008). This is to be conveyed on an FDA form; Form FDA-2253 (Transmittal of 
Advertisements and Promotional Labeling for Drugs for Human Use). See 21 CFR § 314.81(b)(3)(i) (2008). 
 
153 Center For Food Safety and Applied Nutrition, Food and Drug Administration, Department of Health and 
Human Services, United States, ‗Prescription Drugs Advertising and Promotional Labeling: Promotional 
Materials Review Process‘ < http://www.fda.gov/cder/handbook/advertis.htm>.  
 
154 21 CFR § 202 (1) (e) (6) (ii) (2008). 
 
155 Ibid. 
 
156 Ibid § 202 (1) (e) (6) (v) (2008). 
 
157 Ibid § 202 (1) (e) (6) (vi) (2008). 
 

http://www.fda.gov/cder/handbook/advertis.htm
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5.4.2.3 Enforcement of Violation of Laws 

In general, two methods of enforcement namely: (1) the regulatory action and (2) the 

judicial action may be carried out in the regulation of advertising of medicinal products and 

these are discussed in this section. A regulatory action is usually pursued, first. Failure to 

comply with requests or orders made at this stage will result in the matter being taken to 

court.  

 (a) Regulatory Actions 

The regulatory action involves the issuing of letters. Two types of regulatory letters: (1) an 

untitled letter and (2) a warning letter, are sent out when there is a violation of advertising 

laws.158 The ‗untitled letter‘, which is the first letter, is issued for minor offences. This letter 

explains the contraventions in detail and requires the company disseminating the false 

advertisements to undertake a specific action, such as discontinuing the dissemination of 

the advertisement.159 However, if this letter is ignored or the request in the letter is 

neglected, the FDA then sends a second letter - the warning letter. The warning letter 

requires the company to remedy the wrongdoing by taking corrective measures, such as 

running of corrective advertisements to reverse the wrong impression created by the earlier 

advertisement, in addition to the discontinuance of the violating advertisements.160  

 

The FDA, however, has been criticised for being lax in its regulatory control. Records 

showed that the FDA takes a long time to issue the letters, and fewer regulatory letters 

have been issued.161 The delay in the issue of letter, and the decline in the number of 

letters issued, are however, not due to a drop in the number of violations, but due to a 

                                                        
158 FDA’s Oversight of Direct-to-Consumer Advertising Report, above n 103, 24 -25; Palumbo and Mullins, 
above n 118, 429. 
 
159 Palumbo and Mullins, above n 118, 429. 
 
160 Ibid. 
 
161 From an average of 2 weeks, in the period from 1997 to 2001, a delay of up to 4 months in the period of 
2002 to 2005 has been witnessed. See FDA’s Oversight of Direct-to-Consumer Advertising Report, above n 
103, 24. The number of regulatory letters issued dropped from 142 in 1997 to 21 in 2006. See Julie M. 
Donohue, Marisa Cevasco and Meredith B Rosenthal, 'A Decade of Direct-to-Consumer Advertising of 
Prescription Drugs' (2007) 357 The New England Journal of Medicine 673, 676. 
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weak regulatory control on the part of the FDA.162 The explanation given is that the delay is 

caused by the ruling that required all regulatory letters to be reviewed by the Office of Chief 

Counsel before issuance. The Secretary of Health and Human Services had mandated that 

all FDA draft regulatory letters be reviewed and approved by the FDA‘s Office of Chief 

Counsel before they are issued.163 Further, the volume of advertisements received to be 

reviewed was not commensurate with the staffing allocated to review them.164 In a study 

conducted by the GAO, it was found that whilst the number of advertisements reviewed 

grew, the number of staff charged to review the advertisements had remained 

unchanged.165 As such, the FDA had been able to review only a fragment of the 

advertisement.166  

 

Attempts were made to resolve problems posed by the advertising of prescription drugs by 

suggesting a number of proposals: (1) a mandatory moratorium on advertisements of new 

prescription drugs, (2) pre-clearance for DTCA of prescription drugs and (3) a mandate for 

certain language to be included in advertisements. S1082, the Food and Drug 

Administration Revitalization Act proposed these recommendations, and the H.R. 2900, the 

Food and Drug Administration Amendments Act (FDAAA) of 2007, which contained 

advertising provisions similar to S1082, as it was originally, considered these 

recommendations, but the advertising provisions were removed from the bill after pressure 

from the advertising community.167 Subsequently, the HR 3580, the Food and Drug 

Administration Amendments Act of 2007, which authorizes the Prescription Drug User Fee 

Act (PDUFA) and the Medical Device User Fee and Modernization Act (MDUFMA) to 

collect fees from pharmaceutical and biotechnology companies was introduced and 

implemented with the aim that it would enable its staff to conduct complex and 

                                                        
162 Donohue, Cevasco and Rosenthal, above n 161, 679.  
 
163 FDA Oversight of Direct to Consumer Advertising Report, above n 103, 4. 
 
164 Donohue, Cevasco and Rosenthal, above n 161, 679.  
 
165 FDA Oversight of Direct to Consumer Advertising Report, above n 103, 19.  
 
166 Ibid 17. It was commented in this study that FDA had failed to document the criteria for prioritizing the 
material or maintain a record of DTCA material that has been reviewed. This reflected inefficiency on its part.  
  
167 See Amy Shaw, 'Direct-to-Consumer Advertising (DTC) of Pharmaceuticals' (2008) ProQuest Discovery 
Guides, 6.  
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comprehensive reviews; but the review were in relation to drug approval processes and not 

advertising.168  

(b) Judicial Enforcement 

As a matter of last resort, non-compliance with the law or violations of advertising law is 

judicially enforced; however, manufacturers who disseminate information regarding 

prescription drugs rely on the First Amendment Protection to escape stringent control.169 

Prescription drugs have been legally classified as unsafe products,170 and studies have 

shown that these products harm consumers, thus stricter controls on advertising are 

presumably necessary.171 Stricter controls are, however, not employed in the regulation of 

the advertising of prescription drugs, as will be noted from [5.6], which discusses the 

challenges posed in the regulation of the advertising of medicinal products in the United 

States. The discussion pertaining to judicial control is reserved for a later part of the 

chapter, after the examination of the regulation of the advertising of HRPs, since the 

protection accorded by the First Amendment is applicable to both, the advertising of 

prescription drugs and the advertising of HRPs. This is dealt with in [5.6] of the chapter. 

 

 

                                                        
168Ibid 6; Food and Drug Administration, United States, Law Strengthen FDA at 
<www.fda.gov/oc/initiatives/advance/fdaaa.html> . 
 
169 See generally Miriam Shuchman, 'Drug Risks and Free Speech: Can Congress Ban Consumer Drug Ads? 
(2007) 356(22) The New England Journal of Medicine 2236; Brienne Taylor Greiner, 'A Though Pill to 
Swallow: Does the First Amendment Prohibit WV From Regulating Pharmaceutical Companies' Advertising 
Expenses to Lower the Cost of Prescription Drugs' (2007) 140 West Virginia Law Review 140. 
 
170 RESTATEMENT (SECOND) OF TORTS § 402A cmt. k (1965). The rationale for its classification as 
unsafe products is noted in the Restatement (Second) of Torts 402A 1965, where it is explained that: 

‗[T]here are products which, in the present state of human knowledge, are quite incapable of being 
made safe for their intended and ordinary use. These are especially common in the field of 
drugs...Such a product, properly prepared, and accompanied by proper directions, is not defective, 
nor is it unreasonably dangerous. The same is true of many...drugs...many of which for this very 
reason cannot legally be sold except to physicians, or under the prescription of a physician‘. 

 
171 The argument in favour and against DTCA of prescription drugs is presented in [6.2.4.1] and [6.2.4.2] of 
chapter 6. Harm posed by DTCA of prescription drugs is dealt in [6.2.4.2]. 
 

http://www.fda.gov/oc/initiatives/advance/fdaaa.html%3e%20at%2016%20April%202008
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5.4.3 Conclusion 

The rules governing the advertising of prescription drugs are detailed and comprehensive, 

but they are also complex.  The complexities in the rules can result in advertisers failing to 

comply with rules, due to lack of understanding of what is required of them. Further, 

voluminous rules can also burden advertisers with additional costs and delay. The 

problems associated with complex rules is highlighted and discussed at [6.3.2] of Chapter 

6. 

 

The regulatory control over advertisements of medicinal products in the United States has 

flaws at two stages: before and after dissemination of deceptive advertisements. The FDA 

does not pre-approve all advertisements that reach the public and as a result fails to detect 

deceptive advertisements. Subsequently, it also lacks adequate resources (staff) to review 

the advertisements or take regulatory action upon identification of violations of laws. 

Attempts are being made to increase financial resources to enable more effective 

regulation of drugs, but it is yet to be determined  if  this  would enable complex and 

comprehensive reviews to be carried out on all advertisements and thereby reduce the 

number of deceptive advertisements.  
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5.5 THE REGULATION OF THE ADVERTISING OF NON-

PRESCRIPTION DRUGS AND FOOD, DIETARY SUPPLEMENTS 

AND COSMETICS – HEALTH RELATED PRODUCTS ( HRPs)  

The regulation of the advertising of HRPs is examined in this section. The laws governing 

the advertising of HRPs, stipulated in the Federal Trade Commission Act 1914 (United 

States), policy documents and industry guides are examined at [5.5.1] of this section. The 

regulatory controls, which are carried out via systems of pre-approval, monitoring and 

enforcement of violation of rules, are explored at [5.5.2] of this section.  

5.5.1 Law Governing the Advertising of Non-Prescription Drugs and HRPs  

The regulations for advertising HRPs are stipulated in the Federal Trade Commission Act 

1914 (United States), codified as Title 15 USC (2008). The primary basis for regulating 

them is stipulated in four policy statements and two industry guides. These policy 

statements and industry guides do not only interpret the laws administered by the FTC, but 

also reflect the FTC‘s enforcement strategy of ‗educate and enforce‘.172 The FTC claims to 

use a ‗multi-tool approach‘ which integrates education and awareness into its enforcement 

programs.173 It aims to educate advertisers and consumers through complaint databases, 

business guidance, brochures, public workshops and conferences, so as to enable them to 

protect themselves from misleading advertising.174  

 

The four primary policy statements that are applicable to the regulation of advertising of 

HRPs are: (1) The ‗FTC Policy Statement on Deception‘;175 (2) the ‗FTC Statement on 

Advertising Substantiation‘;176 (3) the ‗Statement of Policy on the Scope of the Consumer 

                                                        
172 See generally 'More Than Law Enforcement: The FTC's Many Tools - A Conversation With Tim Muris and 
Bob Pitofsky' (2005) 72 Antitrust Law Journal 773, 779. (‗More Than Law Enforcement’). 
 
173 Ibid. 
 
174 Ibid 776 -778. 
 
175 The FTC Policy Statement on Deception, above n 5, 206. 
 
176 The FTC Policy Statement Regarding Advertising Substantiation, above n 6, 211. 
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Unfairness Jurisdiction‘177 and (4) the ‗Enforcement Policy Statement on Food 

Advertising‘.178 In this chapter, the policy statements are collectively referred to as the ‗FTC 

Policy Statements‘. 

 

The key principles in the ‗Policy Statement Regarding Deception‘ and in the ‗Statement of 

Policy on the Scope of the Consumer Unfairness Jurisdiction ‘ have been codified as 15 

USC § 52 (b) (2008) and 15 USC § 45(n) (2008), respectively. The main principles 

articulated in the FTC policy statements are that (1) advertising must be truthful and non-

deceptive; (2) advertisements must be adequately substantiated and (3) advertisements 

must be fair. These principles, which form the basis for policing the advertising of HRPs, 

are examined in [5.5.1.2], [5.5.1.3.] and [5.5.1.4.], respectively. In addition, specific 

principles which are applicable to food advertising are examined in [5.5.1.5]. An industry 

guide, the Dietary Supplement: An Advertising Guide for Industry (the ‗DSAGI‘),179 is 

examined in [5.5.1.6]. 

5.5.1.1 Federal Trade Commission Act 1914 (United States) 

 The advertising of HRPs is governed by sections 12 and 5 of the Federal Trade 

Commission Act 1914 (United States). Section 12 of the Federal Trade Commission Act 

1914 (United States) prohibits the dissemination of any false advertisement that induces 

the purchase of food, drugs, devices, services, or cosmetics.180 ‗False advertisements‘ is 

defined under section 15 of the Federal Trade Commission Act 1914 (United States), for 

the purposes of section 12, as those that are ‗...misleading in a material respect…‘.181 

Section 5 (a) (1) of the Federal Trade Commission Act 1914 (United States) prohibits two 

                                                        
177 Statement of Policy on the Scope of Consumer Unfairness Jurisdiction, above n 7, 198; 15 USC § 45(n) 
(2008).  
 
178 Policy Statement on Food Advertising, above n 8, 260.  
 
179The Dietary Supplement: An Advertising Guide for Industry, 3. (‗The Dietary Supplement Advertising 
Guide‘).  
 
180 15 USC § 52 (a)(2) (2008). The section prohibits ‗any person, partnership or corporation from 
disseminating or cause to disseminate any false advertisements … by any means, for the purpose of 
inducing, or which is likely to induce, directly or indirectly, the purchase in or having an effect upon commerce 
of food, drugs, devices, services or cosmetics‘.  
 
18115 USC § 55 (a) (1) (2008).  
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kinds of conduct: (1) ‗unfair methods of competition in or affecting commerce‘ and (2) 

‗unfair or deceptive acts or practices in or affecting commerce‘.182  

 

The Federal Trade Commission Act 1914 (United States) also empowers the FTC to 

prevent persons, partnerships or corporations from using unfair methods of competition 

and unfair or deceptive practices or acts.183 It authorises the FTC, among other things, to 

conduct investigations on deceptive acts and practices and pursue administrative actions, 

as well as to seek monetary redress and other reliefs.184 The basis for declaring an act as 

an ‗unfair method of competition‘ or as ‗unfair or deceptive‘, is not stipulated in the Federal 

Trade Commission Act 1914 (United States); instead, it is left with the FTC to formulate. 

The FTC formulated the base for its regulation and documented these in the FTC policy 

statements. The key principles relied upon by the FTC when determining if advertisements 

are deceptive are illustrated in [5.5.1.2] – [5.5.1.6] so as to highlight the manner in which 

deceptive advertising is regulated in the United States.  

5.5.1.2 FTC Policy Statement on Deception 

The FTC Policy Statement on Deception describes key principles concerning deceptive 

acts and practices in advertising. The FTC used to deliberate cases involving deceptive 

acts and practices without a definition of the phrase ‗deceptive acts or practices‘. However, 

in order to provide a basis for its decisions, the FTC reviewed cases and consolidated 

principles crucial for establishing deception in this policy statement. Principles documented 

in this policy statement are still used today and stand as cardinal principles for determining 

deceptive acts and practices.185  

 

Three elements are crucial to determine deceptive acts and practices: (1) there must be a 

representation, omission or practice that is likely to mislead the consumer; (2) the 

deception must be viewed from the perspective of the consumer acting reasonably and (3) 

                                                        
182 Codified as 15 USC § 45(a)(1) 2008, the provision states that ‗unfair methods of competition in or affecting 
commerce, and unfair or deceptive acts or practices in or affecting commerce are hereby declared unlawful‘.  
 
183 15 USC § 45 (a)(2) (2008). 
 
184 Ibid § 45(m) (2008). 
 
185 The FTC Policy Statement on Deception, above n 5, 206. 
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the representation, omission or practices are material.186 The representation, omission or 

practice with the probability of misleading consumers is determined from both express and 

implied claims, as well as omissions.  This is carried out through a number of means 

including: (1) examining the entire document or phrase in the document; (2) presuming the 

likelihood of deception, (where it is obvious) or (3) requesting further evidence.187 Further, 

the impact of representation omission or practice is considered from the perspective of a 

reasonable consumer. In the instance where the representation is targeted at a particular 

group, the reasonable reaction of an ordinary member of the group is considered.188 

Further, representation, omission or practice must be material to constitute deception.189 

The term ‗material‘ is not elaborated, however, certain representations which influence 

consumer choice in relation to products, or which concern health and safety, have been 

declared as material. Other examples of material representations include representations 

that: (1) assist consumers in making an evaluation of the product or services;  (2) relate to 

characteristics of products and services such as purposes, safety, efficacy or cost; (3) 

concern durability, performance, warranties and qualities and (4) conducts that leads to 

consumers suffering injuries.190 The FTC Policy Statement on Deception also stipultes that 

misleading representation cannot be remedied by incorporating (1) accurate information in 

the text where headlines are false; (2) written disclosures or fine print or (3) oral statements 

or labels.191 

5.5.1.3 FTC Policy Statement Regarding Advertising Substantiation 

The ‗FTC Policy Statement Regarding Advertising Substantiation‘ prescribes, amongst 

other things, the standard, the procedure for substantiation of claims and the relevance of 

substantiations in advertisements.192 ‗Substantiation‘ involves the furnishing of a 

                                                        
186 Ibid 207. 
 
187 Ibid. 
 
188 Ibid 208  
 
189 Ibid 210. 
 
190 Ibid. 
 
191 Ibid.  
 
192 The FTC Policy Statement Regarding Advertising Substantiation, above n 6, 211.  
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‗reasonable basis for claims‘ made in advertisements before their dissemination.193 This 

basis must be given at an acceptable level.194 Advertisers are generally expected to furnish 

the level of substantiation that advertisements expressly claim to have,195 but the FTC may 

request substantiations in relation to implied claims if the claims appear to create false 

impressions amongst consumers.196 It is possible that advertisers may not possess 

substantiation for implied claims that they do not believe they have made. In such an 

instance, the FTC expects the advertisers to be able to provide substantiation for 

reasonable interpretations that can be drawn from advertisements.197 The level of 

substantiation required is determined on a case-by-case basis by considering several 

factors: (1) the type of claim and product; (2) the consequence of a false claim; (3) the 

benefit of a truthful claim; (4) the cost of developing substantiation; (5) the amount of 

substantiation experts in the field believed as reasonable and (6) expert testimonies or 

consumer surveys.198  

5.5.1.4 Statement of Policy on the Scope of the Consumer Unfairness Jurisdiction  

The ‗Statement of Policy on the Scope of the Consumer Unfairness Jurisdiction‘ provides 

the meaning of ‗unfair methods of competition‘ and the manner in which such unfair 

methods are determined. As noted at [5.5.1.1], section 5 (a) (1) of the Federal Trade 

Commission Act 1914 (United States) prohibits ‗unfair methods of competition in or 

affecting commerce…‘ (referred to as ‗unfair trade practices‘ in this chapter), but the 

section does not define the phrase or specify the types of conduct that fall within its scope. 

The term ‗unfair‘ has been left undefined since it was impossible to compile a list of unfair 

trade practices while these practices  are  constantly evolving, and laws which govern them 

are becoming obsolete.199 In the absence of a definition of the term in the phrase ‗unfair 

                                                        
193 Ibid.  
 
194 Ibid. 
 
195 Ibid.  
 
196 Ibid 212.  
 
197 Ibid.  
 
198 Ibid 211. 
 
199 Statement of Policy on the Scope of Consumer Unfairness Jurisdiction, above n 7, 199-200.  
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methods of competition in or affecting commerce‘, the FTC applied the principles 

established in this policy statement, on a case-by-case basis, and in the process 

interpreted deceptive advertising as within scope.200  

 

The FTC had initially considered three elements under this principle: (1) the presence of an 

unavoidable substantial consumer injury which is not outweighed by any countervailing 

benefits to consumers (hereinafter referred to as the ‗consumer injury consideration‘); (2) 

the violation of public policy established by statute, common law, or industry practice and 

(3) the existence of immoral, unethical, oppressive, or unscrupulous conduct.201 However, 

only one element, namely, ‗consumer injury‘, survived as a primary consideration for 

ascertaining unfairness in advertisements, in an amendment introduced in 1994. The 

amendment codified the key principles set out in the ‗unfairness policy statement‘ under 15 

USCA § 45(n) (2008) and rejected public policy as a primary consideration for 

determination of unfair trade practices.202  

15 USCA § 45(n) (2008) provides that the FTC shall: 

 ‗...have no authority ... to declare unlawful an act or practice on the ground that 

such act or practice is unfair unless the act or practice causes or is likely to cause 

substantial injury to consumer, which is not reasonably avoidable by consumers 

themselves and not outweighed by countervailing benefits to consumers or to 

competition... In determining whether an act or practice is unfair, the Commission 

may consider established public policies as evidence to be considered with all 

other evidence. Such public policy considerations may not serve as a primary 

basis for such determination‘. 

 With that, the consideration of ‗consumer injury‘ requires the injury to be one which is 

substantial, with no off-setting benefits, and which is one that could not be reasonably 

avoided by consumers.203 ‗Substantial‘ was initially described to include monetary and 

                                                        
200 Ibid 199. 
 
201 Ibid 202. 
 
202 See J Howard Beales, FTC, ‗The FTC‘s Use of Unfairness Authority: Its Rise, Fall and Resurrection‘ 
Speech <http://www.ftc.gov/speeches/beales/unfair0603.shtm>. (‗Speech by Beales’). 
 
203 Ibid.  
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health safety harm, and not emotional harm or other subjective types of harm such as 

‗offending taste or social belief of some viewers‘.204 However, the test to prove ‗substantial 

injury‘ is currently to show that the injury is real, and that it must be greater compared to 

any offsetting benefits.205  

5.5.1.5 The FTC Enforcement Policy Statement on Food Advertising 

The Enforcement Policy Statement on Food Advertising was issued by the FTC with the 

aim of clarifying how the FTC would regulate food claims in advertisements. The Congress 

enacted the Nutrition Labelling and Education Act of 1990 (United States), which 

authorized the FDA to promulgate rules on food labelling and the FDA accordingly 

promulgated the rules. 206 The FTC established this statement of policy so as to assist it in 

the implementation of advertising regulations. 207   

 

Although expressed in harmonization with FDA‘s food labelling, the FTC Enforcement 

Policy Statement on Food Advertising, in essence, stipulates separate standards for food 

claims in advertisements. The rules are claimed to be established in harmony with regard 

to two types of claim: (1) nutrient content claims and (2) health claims. However, the FTC 

does not automatically adopt the FDA regulations on food labelling, instead it allows for 

some flexibility in its approach.208 For example, the FDA established certain standards for 

food labelling and non-compliance with these standards in labelling is considered as 

violation of the labelling regulations. One such instance is with regard to ‗risk-increasing 

nutrient‘ for food.209 ‗Risk increasing nutrient‘ refers to nutrients that could increase the risk 

of certain serious illnesses. The FDA identified four types of nutrients: (1) total fat; (2) 

saturated fat; (3) cholesterol and (4) sodium, and associated their consumption with an 

                                                                                                                                                        
 
204 Statement of Policy on the Scope of Consumer Unfairness Jurisdiction, above n 7, 200. 
 
205 Speech by Beales, above n 202. 
 
 206 Policy Statement on Food Advertising, above n 8, 263-266. 
 
 207 Ibid.  
 
 208 Ibid. 
 
209 Ibid 269. 
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increased risk of illnesses such as cancer, cardiovascular disease and hypertension.210 For 

each of these nutrients, the FDA established a nutrient level and exceeding this nutrient 

level is considered a violation of the FDA standard.211 Whilst the FTC adopts this standard, 

it also takes the view that the likelihood of misleading labelling could be avoided by 

including a disclosure regarding the significance of the risk-increasing nutrients. Such 

disclosure is thought to erase wrong impressions that foods do not present any related 

health risk. Consequently, claims are allowed in advertisements, even though they fall 

short of the FDA standard. 212  

 

Other instances of non-harmonization include where the FDA established nutrient levels 

such as ‗high‘ and ‗low‘ for specific nutrients and the ‗minimum nutrient value requirement‘ 

for health claims.213 Claims that fail to meet these requirements are disallowed on labels 

under the FDA standards. However, they may be permissible under the FTC‘s standards if 

they are ‗qualified, truthful, and non-misleading‘.214 The FDA has also established a model 

of ‗health-claim language‘, relating health benefits and disease in the context of other 

influencing factors such as, age, gender, or ethnicity.215 The FTC adopts this model, but it 

is also flexible about the application of this standard. It does not impose on advertisers the 

necessity to disclose the fact that the ‗risk of the disease depends on many factors‘, unless 

such disclosure prevents consumers from being mislead about the significance of the 

diet.216  

Therefore, the FTC employs a varied standard for advertising of HRPs in certain instances 

where it is thought that a flexible approach may be used.   

 

                                                        
210 Ibid. 
 
211 Ibid. 
 
212 Ibid. 
 
213 Ibid 270. ‗Minimum nutrient value requirement‘ as stipulated in the Policy Statement on Food Advertising 
means that food bearing health claims must contain a ‗sufficient amount of at least six nutrients and 
substances specified by the FDA‘.  
 
214 Policy Statement on Food Advertising, above n 8. 
 
215 Ibid 270. 
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Apart from policy statements, the FTC has also increasingly relied on industry guides in the 

regulation of the advertising. In the context of regulating advertising of HRPs, the Dietary 

Supplement: An Advertising Guide for Industry (‗DSAGI‘)217 is worth looking at. 

5.5.1.6 The Dietary Supplement: An Advertising Guide for Industry (the ‘DSAGI’)  

The Dietary Supplement: An Advertising Guide for Industry (DSAGI) is an industry guide 

designed to provide a concise approach to making claims regarding dietary supplements in 

advertisements.218 It stipulates rules concerning adequate substantiation of claims in 

advertisements of dietary supplements.  

 

It specifies the approach to be adopted in determining the level of substantiation of claims 

required and the standard to be complied with in advertisements, consumers‘ testimonials, 

experts‘ endorsements and on claims based on traditional uses.  

 

Adequate substantiation of claims for dietary supplements involves substantiation based 

on ‗competent and reliable scientific evidence‘, which is defined by the FTC as ‗tests, 

analyses, research, studies or other evidence based on the expertise of professionals in 

the relevant area, that have been conducted and evaluated in an objective manner by 

persons qualified to do so, using procedures generally accepted in the profession to yield 

accurate and reliable results‘.219  There is no fixed formula stipulated for determining this; 

instead, several factors may be considered. These are: (1) the number of studies; (2) the 

types of studies and (3) the specific parameters like sample size and study duration.220  

 

With no specified number of studies required to substantiate claims, it is considered 

sufficient if an independently conducted study, using a replication of research results, is 

produced.221 It is also sufficient if the type of studies used include ‗well controlled human 

                                                        
217 The Dietary Supplement Advertising Guide, above n 179, 1. 
.  
218 Ibid. 
 
219 Ibid 8-16. 
 
220 Ibid 10-14. 
 
221 Ibid 10. 
 



Chapter 5 –The Regulation of Advertising of Medicinal Products in the United States 

 237 

clinical studies‘.222 Evidence used in the studies must conform to the surrounding body of 

evidence, even though the evaluation is based on a simple standard, which is that: (1) 

carefully controlled studies yield more reliable results; (2) a longer duration of testing has a 

better ability to resolve potential safety hazards and (3) the statistical and clinical 

significance of findings give weight to evidence.223 

 

Although a flexible approach seems to be taken in determining what constitutes a 

‗competent and reliable scientific study‘, a strict compliance with this standard is expected 

of advertisers. For example, consumers‘ testimonials used to substantiate claims in 

advertisements must be supported by scientific evidence.224 Testimonials regarding the 

safety and efficacy of a product must be representative of what consumers would generally 

achieve when using the product as opposed to individual experiences of the product, and if 

otherwise, should be adequately informed through a disclaimer in the advertisement stating 

that consumers should not expect to experience the attested results.225 Similarly, claims 

based on traditional use must be supported by scientific evidence, and if otherwise, to 

adequately inform consumers regarding the lack of such evidence.226 Where experts are 

employed to support claims made in advertisements, it must be ensured that they posses 

qualifications as experts in the field, and conduct examinations or testing typically 

recognized as sufficient by those in the field.227  

 

In summary, the Federal Trade Commission Act 1914 (United States) had not specified the 

standards at which the requirements must be complied with. It has not provided the 

grounds which would justify a cause of action by the FTC. The FTC established these 

policy statements in order to assist it in the regulation. The principles in these policy 

statements have been developed over a period of time, on a case-by-case basis and have 

in the process considered factors that prevented and assisted the regulation of deceptive 
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advertisements. They contain principles which were necessary to ensure adequate 

consumer protection. The section below proceeds to examine the regulatory controls 

employed in the regulation of HRPs. 

5.5.2 Regulatory Controls on Advertisements of NPD and HRPs  

In the context of regulating advertising, the FTC has two aims to achieve: (1) to eliminate 

deceptive advertising and (2) to promote free flow of accurate information.228 Both these 

aims have the noble intention of protecting consumers.229 However, the FTC has been 

accused of ‗over-regulating‘ the advertising by bringing inappropriate cases to court.230 The 

regulatory controls, which include review of advertisements, monitoring and enforcement, 

are examined in this section in order to investigate the manner in which these controls are 

carried out. 

5.5.2.1 Monitoring of Violations and Review of Advertisements  

As explained in [5.3.1], the FTC‘s work relating to consumer protection is pursued by the 

Bureau of Consumer Protection (the BCP). The Division of Advertising Practices within the 

BCP monitors advertising practices, and initiates administrative action and enforcement in 

the Federal District Court for violations of orders.231 It does not, however, pre-approve or 

review advertisements; instead it relies on National Advertising Division (NAD) of the 

Council of Better Business Bureaus, Ins (the ‗CBBB‘), an industry-funded self-regulatory 

body, which reviews advertisements.232  

 

                                                        
228 15 USC § 45 (a)(2) (2008). 
 
229 More Than Law Enforcement, above n 172, 779.  
 
230 Ross D. Petty, 'FTC Advertising Regulation: Survivor or Casualty of the Reagan Revolution?' (1992) 
30(14) American Business Law Journal 1, 21. 
 
231 Division of Advertising Practices, Federal Trade Commission, Department of Health and Human Services, 
United States 1 < http://www.ftc.gov/bcp/about.shtm>.  
 
232 John E. Villafranco and Andrew B. Lustigman, 'Regulation of Dietary Supplement Advertising: Current 
Claims of Interest to the Federal Trade Commission, Food and Drug Administration and National Advertising 
Division' (2007) 62 Food and Drug Law 709. See Pamela Jones Harbour in the Keynote Address of ‗Helping 
the FTC Help You‘ Effective Self-Regulation is Better Business, at the National Advertising Division Meeting 
New York, September 2005 <http://www.ftc.gov/speeches/harbour/050926selfreg.pdf.>. 
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The NAD reviews nationally disseminated advertisements that are voluntarily submitted for 

examination for truth and accuracy, adequate substantiation of claims and fairness.233 It 

examines the message conveyed by the claims so as to determine the misleading 

impressions created. It would ordinarily take approximately 15 days to 2 months to review 

the advertisement and if it determines that the claims have not been substantiated, it 

recommends that the claims be modified, removed or discontinued.234 If advertisers refuse 

to comply, then it is empowered to use strict techniques which include: (1) press releases 

and (2) public announcement of advertisers‘ non compliance.235 It can also refer matters to 

the FTC for enforcement of violation of laws, if found to be in breach.236 A review of 

advertisements is also carried out by the Council for Responsible Nutrition (CRN), a trade 

organization for dietary supplements, who partnered the NAD in the review of 

advertisements of dietary supplements.237  

5.5.2.2 Enforcement of Violation of Laws 

The FTC has wide authority with regard to actions that it can take. It is authorised to: (1) 

seek temporary restraining order and permanent injunctions;238 (2) request for a cease-

and-desist order;239 (3) issue a press release upon entering a consent decree240 or (4) file 

civil penalty cases on its own behalf where the Justice Department had refused to file civil 

penalty cases.241 The enforcement that is carried out is twofold. First an administrative 

                                                        
233 See National Advertising Review Council, ‗White Paper, Guidance for Food Advertising Self-Regulation: 
An Historical Overview of the Investigations of Food, Nutrition and Weight Loss Advertising of the Children‘s 
Advertising Review Unit (CARU) and the National Advertising Division (NAD) 2004. (‗White Paper, Guidance 
for Food Advertising Self-Regulation’). 
 
234 Ibid 44. 
 
235 Ibid 45. 
 
236 Ibid. 
 
237 Villafranco and Lustigman, above n 232, 710. 
 
238 15 USC § 53 (b) 2008.  
 
239 Ibid § 57 (b) (2) (b) (2007). 
  
240 Ibid . 
 
241 Ibid § 56 (a)(1)(B) (2008). Civil penalty cases are filed by the Justice Department. 
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action is pursued, and failure to comply with an administrative order will result in the matter 

being referred to court for redress.  

 

To begin with, the FTC does not handle individual complaints; instead, it compiles 

complaints about companies, business practices, thefts, or episodes of violence in the 

media so as to detect patterns of wrong-doing.242 Upon compilation, it investigates the 

violations and attempts an agreement with ‗the regulated‘ to stop the disputed practices.243 

 

‗The regulated‘ is asked to enter into a consent order244 without any admission to guilt and 

if ‗the regulated‘ refuses, then an administrative complaint is issued and administrative 

proceeding, which is similar to court trial, is begun.245 At the administrative hearing, if the 

FTC proves the case against ‗the regulated‘, that the method, act or practice used has 

violated the law, an initial decision recommending a cease-and-desist order prohibiting the 

using of the method, act or practice is issued. If the FTC is unable to prove the case then a 

case-dismissal is granted. 246 

 

If violation is found, an order to ‗cease-and-desist‘ may be granted.247 If this order is not 

complied with, then the matter is referred to court for redress. The FTC can obtain court 

orders imposing fines on advertiser for false advertising.248 The FTC has aggressively 

pursued advertisers for false advertising since 1990 and has attempted to punish dishonest 

advertisers with hefty fines; however, the FTC‘s success, is only in relation to out of court 

                                                        
242 See Bureau of Consumer Protection, Federal Trade Commission, Department of Health and Human 
Services, United States, Before You Submit A Complaint < https://www.ftccomplaintassistant.gov/ >. 
 
243 Ibid. 
 
244 FTC issues a complaint setting out the charges to the alleged company. If the company settles the 
charges by accepting the consent decree, then the FTC may accept the proposed consent and place the 
order on record for 60 days for public comment before determining the final order. If the company contests 
the order, then the complaint is adjudicated before an administrative law judge. See Federal Trade 
Commission, Office of the General Counsel, A brief Overview of the Federal Trade Commission’s 
Investigative and Law Enforcement Authority (1995), 3. (‗The Federal Trade Commission’s Investigative and 
Law Enforcement Authority Statement’). 
 
245 The Federal Trade Commission’s Investigative and Law Enforcement Authority Statement, above n 244.  
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24815 USC § 54 (a) (2008).  
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settlements which advertisers agree to settle.249 When advertisers challenge them in court, 

the FTC, more often than not, fights a losing battle. Primary challenges faced in the 

regulation of advertising of medicinal products are discussed in the following section. 

 

 

 

 

 

 

 

 

 

 

                                                        
249 See Annys Shin ‘A Bitter Pill to Swallow: FTC Fines Marketers of Popular Weight-Loss Remedies for 
False Ad Claims‘ Washington Post (USA) 5 January 2007, 1. 
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5.6 CHALLENGES IN THE REGULATION OF MEDICINAL PRODUCTS 

IN THE UNITED STATES 

Both the FDA and the FTC are challenged by rules which aim to protect advertisers from 

the stringent requirements of the law. The challenges include: (1) the First Amendment 

protection; (2) the learned intermediary rule; (3) the FDA pre-exemptions. These rules are 

examined in this section. 

5.6.1 First Amendment Protection 

Both, the FDA and the FTC are challenged by the First Amendment protection for 

commercial speech. The US Constitution Amendment 1, the First Amendment, states that 

‗Congress shall make no law respecting an establishment of religion, or prohibiting the free 

exercise thereof; or abridging the freedom of speech, or the right of the people peacefully 

to assemble, and to petition the Government for a redress of grievances‘.250 The protection 

with regard to freedom of speech is granted by constraining the government, at both 

Federal and State levels, from suppressing or imposing speech.251 The said protection is 

seen as necessary so as to advance the values of ‗individual self-fulfilment‘, ‗attainment of 

truth‘, or ‗societal participation, social and political decision‘.252 However, not all classes of 

speech are granted the protection. Certain classes of speech, the prevention of which is 

thought not to raise any constitutional rights, are categorically excluded from the protection 

through judicial intervention.253 For example, speech which has low social values or which 

does not contribute to an exchange of ideas, or which is of no informational value, such as 

speech which promotes obscenity, fighting words, incitements or defamatory remarks, is 

excluded from the protection.254  

                                                        
250 US CONST. Amendment 1, The First Amendment.  
 
251 See US CONST. Amendment 1, the First Amendment; Nicole Endejann, 'Is the FDA's Nose Growing? The 
FDA does not "Exaggerate its Overall Place in the Universe" When Regulating Speech Incident to "Off-Label" 
Prescription Drug Labeling and Advertising' (2002) 35(3-4) Akron Law Review 491, 497- 498; Greiner, above 
n 168, 127. 
 
252 Gail H Javitt, Stanley Erica and Kate Hudson, 'Direct-to-Consumer Genetic Tests, Government Oversight 
and the First Amendment: What the Government Can (Can't) Do to Protect the Public's Health' (2004) 57 
Oklahoma Law Review 251, 287. 
 
253 Ibid 288. 
 
254 Ibid; Greiner, above n 169, 123.  
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Speech relating to commercial transactions, which has become known as commercial 

speech, was similarly excluded from the protection until the benefits in allowing 

dissemination of information were recognised; a free flow of commercial speech was seen 

as indispensible for efficient commerce.255 Truthful information about a lawful activity is 

thought not to be suppressed if the information in itself is not harmful.256 As expressed in 

the case of Virginia State of Pharmacy v Virginia Citizens Consumer Council, people are 

only able to make a rational decision in their best interests if they are adequately 

informed.257 Therefore, speech can only be restricted if it is justifiable restriction. The test 

to determine the justifiability was formulated in the case of Central Hudson Gas and 

Electric Corp v Public Service Commission of New York.258  

 

This case illustrates that advertising is protected by the First Amendment when a four 

pronged test is satisfied.259 The test requires that the court considers a number of 

questions when determining the validity of a restriction on advertisements, namely, 

whether; (1) the speech is false, misleading and fosters illegal activity; (2) the state has a 

substantial interest in prohibiting the speech; (3) the restrictions directly advance the 

state‘s interest and (4) the restriction is no broader than necessary to satisfy the state‘s 

interest.260 Since the formulation, the test has been considered by scholars in articles 

concerning a range of products from tobacco advertising261 to dietary supplements,262 

prescription drugs,263 and genetic tests.264  

                                                                                                                                                        
 
255 David C Vladeck and John Cary Sims, 'Why the Supreme Court Will Uphold Strict Controls on Tobacco 
Advertising' (1997) 22 Southern Illinois University Law Journal 651, 673. 
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 Advertisements of prescription drugs have been claimed to downplay the risk, obscure the 

side effects, distort the disease risk information and over-exaggerate the benefits; 

however, the question is whether these features justify a restriction on its advertising and 

an exclusion from First Amendment protection. Certain types of products such as tobacco 

and alcohol advertising warrant an exclusion from the First Amendment protection and 

justify a greater degree of restriction, or even a total ban on their promotions, as they do 

not provide benefits to consumers,265 but whether advertisements of prescription drugs 

should be similarly considered is yet to be clearly established. Prescription drugs are 

unique in the sense that they are not products for vice, but have been classified as ‗legally 

unsafe products‘.266 Their advertising has potential benefits, but these benefits are 

unascertainable if consumers are not able to comprehend the information regarding the 

risks involved.267  

 

In respect to claims in advertisements of HRPs, the public interest component demands 

First Amendment protection as well as arguing against the protection. Whilst First 

Amendment protection allows for dissemination of information to consumers and thereby 

enables them to make informed decision regarding products, deceptive or misleading 

information that is disseminated can also harm consumers. The courts in the cases of 

Pearson v Shalala268 and Whitaker v Tommy G,269 however, supported that First 

                                                                                                                                                        
Loss Advertisements Has Gone Too Far' (2006-2007) 20 Journal of Law and Health 325; W. Emord 
Jonathan, 'Pearson v. Shalala: The Beginning of the End for FDA Speech Suppression' (2000) 19(1) Journal 
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Truth: Unverified Health Claims in the Aftermath of Pearson v Shalala' (1999) 54 Food and Drug Law Journal 
535; Amber K. Spencer, 'The FDA Knows best... or Does It? First Amendment Protection of Health Claims on 
Dietary Supplements.(Case Note)' (2000) 15(1) B.Y.U Journal of Public Law 87; Marilyn J. Schramm, 
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Amendment protection be granted to advertisements of HRPs if certain conditions are 

satisfied. 

 

In Pearson v Shalala, four health claims were presented to the FDA for approval. The FDA, 

initially refusing four, allowed one,270 on the basis that they lacked substantiations of claim 

at the required standard, which is the ‗significant scientific agreement‘.271 Since the FDA 

had not explained the basis for measuring the ‗significant scientific agreement‘, the court 

held it to be in violation of Fifth Amendment - right to due process.272 In essence, the FDA 

had failed to explain why it rejected the proposed claim, or to give ‗…some definitional 

content to the phrase "significant scientific agreement."‘273  Declaring that a claim is not 

approved, without an explanation, is in violation of First and Fifth Amendment 

protections.274 Further, the The Supreme Court distinguished between inherently 

misleading and potentially misleading advertising, and held that the ‗…State may not place 

absolute prohibition on potentially misleading information, if it can be presented in way that 

is not deceptive‘.275 The rationale is that ‗inherently misleading‘ cannot be made ‗non-

misleading‘, whereas the ‗potentially misleading‘ advertisement can be, with the use of a 

disclaimer.276 Any misconception that arises from a potentially misleading claim is believed 

to be cured by disclaimers. Therefore prohibiting truth information which is beneficial to 

consumers was construed to be a violation of First Amendment protection.277 

 

Similarly, the court in the case of Whitaker v Tommy G held that the total ban on the health 

claim, namely, that dietary supplements with antioxidant vitamins might reduce cancer 

                                                                                                                                                        
 
270 See Pearson V Shalala 164, F.3d 650, 653 (D.C. Cir, 1999). The three claims rejected were; (1) dietary 
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risks, violated providers' right to freedom of commercial speech, since the claim was not 

inherently misleading.278 It was decided that more harm would be suffered by prohibition 

than otherwise, and that it was is in the public interest to allow the claim.279   

 

In conclusion, it may be argued that the protection accorded by the First Amendment to 

commercial speech materially waters down the control established by the FDA and the 

FTC. The agencies may not seek to restrict information more than necessary to prevent 

deceptive advertising. Due regard must be given to the fact that advertisements can 

provide information to consumer if they are not inherently misleading, and  sufficient 

evidence or basis must be given to restricting advertising; otherwise the restriction will not 

survive judicial scrutiny.  

5.6.2 Learned Intermediary Rule  

The product liability rule requires manufacturers of drugs and devices to warn the 

‗prescribing and health care provider‘ regarding foreseeable risks of harm from consuming 

the products.280 That duty is extended to patients if manufacturers know that physicians are 

not in a position to convey warnings to patients.281 In the context of advertisements of 

medicinal products, the issue is whether this rule is applicable to DTCA of prescription 

drugs, and if so, the extent to which this rule can be relied upon by manufacturers to 

protect them from liability for failure to warn in such advertisements.  

 

In the case of Perez v Wyeth, Perez had pleaded that the drug company, Wyeth, had failed 

to provide adequate warning regarding the side effects of using a contraceptive known as 

                                                        
278 Whitaker v Tommy G Thompson 248 F. Supp 2d 1, 25 (U.S. Dist, 2002) 
 
279 Ibid 43. 
 
280 Section 6 (d) of the Restatement (Third) of Torts: Product Liability (1997) provides that; 
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Norplant, which is a prescription drug that is promoted directly to consumers.282 The 

Supreme Court ruled that the learned intermediary rule does not apply to prescription 

drugs that are directly advertised to consumers.283 Manufacturers are bound to provide 

adequate warning to consumers regarding products‘ dangerous propensities to patients. 

The exception is when the advertising of prescription drugs complies with FDA 

requirements.284  

 

Prior to this case, manufacturers were responsible to warn patient directly where it involved 

‗lifestyle drugs‘ which consumers demanded because of their way of life rather than 

medical treatment,285 or where the government imposed that patient be informed of the 

risk.286 With regard to DTCA of prescription drugs, however, the issue was left for the 

developing case to determine if manufacturers are bound to warn consumers.287 The case 

of Perez v Wyeth has dealt with DTCA of prescription drugs and narrowed down the 

question to be dealt with by courts to whether the FDA requirements have been complied 

with, and if they have, then there is no duty to warn patients.288  

5.6.3 Rule on Federal Pre-exemption 

The extent to which State laws are pre-exempted by Federal laws is also a challenge in the 

regulation of the advertising of medicinal products. Manufacturers have argued that 

because they have complied with the Federal Food Drug and Cosmetic Act 1938 (United 

States) and FDA regulations, they are not bound by State regulations.289 The question is 

whether manufacturers could escape liability for failure to warn consumers of the dangers 
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of using the product, as required by State laws, on the basis that the FDA or the FTC have 

approved the use of the claims in labels or advertisings, or have rejected the requirement 

for warnings in advertisements.290  

 

The rule on pre-exemption stems from the U.S. Constitution Art VI cl. 2, which provides 

that the ‗Constitution, and the Laws of the United States which shall be made in Pursuance 

thereof and all Treaties made or which shall be made under the authority of the United 

States shall be the supreme law of the land.‘ In essence, this rule confers that Federal law 

will have control over State laws. It is generally acknowledge that there is a harmony 

between Federal and State law, and that Federal pre-exemption does not occur, other than 

in the following circumstances: (1) express pre-exemptions; (2) implied pre-exemption and 

(3) implied conflict pre-exemption.291  

 

Express pre-exemption happens where it is expressly stated that the Federal law will 

prevail over State laws,292 and ‗implied pre-exemption‘, where it is intended by the 

Congress for the Federal law to have the ultimate ruling over concerns arising in that 

particular field or industry.293 ‗Implied conflict pre-exemption‘ occurs where, in a conflict 

between Federal law and State law, the compliance with both Federal and State 

regulations is deemed to be physical impossibility, or when the State law ‗stands as an 

obstacle to the accomplishment and execution of the full purpose and objectives of the 

Congress‘, then the State law is pre-empted by Federal law.294  

 

Manufacturers are ordinarily not bound to warn consumers of the dangers of using the 

product, as required by State laws, if the manufacturers have complied with FDA or the 

FTC requirement for warnings in advertisements. This was ruled in Colacicco v Apotex 
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Inc295 and Pennsylvania Employment Benefit Trust Fund and others v Astrazeneca 

Pharmaceuticals.296 

 

In the case of Colacicco v Apotex, the Supreme Court ruled that manufacturers‘ failure to 

warn risk in claims under State law is impliedly pre-exempted by the Federal Food Drug 

and Cosmetic Act 1938 (United States) and ‗FDA regulations‘ when the FDA publicly 

rejected the need for a warning.297 In this case, a father and daughter died after taking anti-

depressant drugs known as ‗selective serotonin reuptake inhibitors‘ (SSRI). The State law 

requires that the labelling includes the warning of the drug association with an increased 

risk of ‗suicidalilty‘ and the manufacturer had not included this warning. The issue was 

whether the Plaintiffs could maintain State tort actions against the manufacturer for failure 

to warn where certain actions by the FDA under the Federal law, pre-exempt the State law. 

It was decided that the claims were pre-exempted when manufacturer complied with the 

FDA‘s requirements.298 

 

A similar ruling was made in the case of Pennsylvania Employment Benefit Trust Fund and 

others v Astrazeneca Pharmaceuticals.299 This case, however, looked at the broad 

application of the rule. In this case, the pharmaceutical company was sued for unlawful 

advertising of prescription drugs under the Delaware Consumer Fraud Act (hereinafter 

referred to as the ‗State law‘). The issue was whether the FDA approval of prescription 

labelling pre-exempts State regulations on misleading advertising where the State law 

requires the advertising to comply with FTC regulation.300 The court drew a distinction 

between the FDA‘s and the FTC‘s responsibilities and duties; but acknowledged the FDA‘s 

authority in regulating prescription drug advertising.301 The majority in the court held that 
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the parameters of advertising laws cannot be framed in a manner that stand as an obstacle 

to both Congress and the FDA‘s objectives of protecting consumers of prescription drugs, 

and accordingly ruled that State laws are pre-exempted by the Federal law.302 

5.6.4 Implication of Intermediary Rule, the Rule on Federal Pre-Exemption and 

First Amendment Protection 

Both the intermediary rule and the rule on federal pre-exemption acknowledge a broader 

government regulatory authority with respect to regulation of medicinal products. The 

intermediary rule requires that manufacturers comply with the FDA requirements and the 

rule on Federal pre-exemption requires that Federal laws are complied with unless 

exempted. The First Amendment protection of commercial speeches, however, limits the 

government regulatory controls over advertisements that are inherently misleading. 

Although there have been arguments that support the idea that the advertising of medicinal 

products should be denied First Amendment protection, (as noted in [5.6.1]), considering 

that both the FDA and the FTC are given wide authorities in regulating the advertising of 

medicinal products under the Intermediary rule and pre-exemption rules,  the lesser degree 

of protection for advertising of medicinal products appears to be reasonable. 

 

 

 

 

 

                                                        
302 Ibid 253. 
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5.7 CONCLUSION  

The regulation of the advertising of medicinal products in the United States is examined for 

the purpose of a comparative study with Australia and Malaysia. The chapter began by 

identifying the categories of products that fall under the classification of medicinal products, 

before the regulation that governs them, the agencies that administer the regulations, and 

the manner in which non-compliance with law is enforced, were examined. The following 

findings are made. 

 

The regulation of medicinal products in the United States is unique for two reasons: (1) the 

type of products which fall under the classification of drugs is broad; however, the 

exceptions under which these products disqualify as drugs are also wide. Because of these 

exceptions, most HRPs do not fall within the classification of medicinal products and 

thereby escape the requirement of scientific testing for safety and efficacy and (2) there are 

only two classes of drugs distributed in the United States: prescription drugs and non-

prescription drugs. The third class of drugs, which is ‗pharmacy-only-medicine‘, is not 

available in the United States. Arguably, the lack of a ‗pharmacy-only-medicine‘ category in 

the United States justifies DTCA of prescription drugs, which is relied upon to provide 

consumer information about the drugs. 

 

In [5.3], it has been noted that the responsibility of regulating the advertising of medicinal 

products in the United States is shared by the two Federal agencies, the FDA and the FTC; 

however, there is no uniformity in the regulation of labelling and advertising. The FTC‘s 

approach in departing from adopting the food labelling requirements in food advertising, 

(although pledging to be in-line with the labelling requirement) seems to suggest that there 

may be different standards for similar claims in labelling and advertising, and that this 

variation in standards may cause confusion to advertisers and consumers.  

 

Section [5.4] of the chapter examined rules governing the advertising of prescription drugs 

and found that the advertising laws are detailed, comprehensive and voluminous. The 

regulations set out in the Code of Federal Regulation (CFR) contain detailed requirements 

which advertisements must meet in order to avoid being ‗misbranded‘. It also sets out the 

manner in which information in advertisements of prescription drugs must be presented to 
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consumers so as to enable them to make rational decisions. However, the regulations are 

complex and complicated, and complexities can hinder compliance with the laws.  

 

Section [5.4] also examined the regulatory controls employed in the regulation of the 

advertising of prescription drugs. It was found that the FDA had not been aggressive in the 

regulation; the reason is that it lacked adequate human and financial resource to carry out 

prompt investigation and enforcement. The FDA attempted to resolve its lack of funds by 

expanding its financial resources through the collection of fees from pharmaceutical and 

biotechnology companies. Studies are yet to be carried out on the success of this initiative 

in addressing concerns of deceptive advertising.  

 

Section [5.5] of the chapter examined the regulation of HRPs. It was discovered that, like 

the rules for prescription drugs advertising, the regulations for HRPs advertising are 

comprehensive and detailed. The manner in which the regulation is carried out is specified 

in FTC Policy Statements which serve as a guide to not only the advertisers, but also to the 

FTC. They provide the basis for the FTC‘s cause of action. With regard to regulatory 

controls, it was found that advertisements are not subject to a compulsory pre-approval of 

advertisements; however, they are encouraged to be submitted to self-regulatory bodies, 

for review. Two self-regulators, namely, the NAD and CRN have assisted the FTC with 

reviews and monitoring of advertisements. Further, the enforcement strategy applied by 

the FTC supports the idea of educating consumers so as to enable them to protect 

themselves against deception.  

 

In [5.6] challenges faced by the regulators in the regulation of medicinal products are 

highlighted. The First Amendment protection on commercial speech, the learned 

intermediary rule and the rule of pre-exemption have been raised and discussed. It had 

been argued that these rules, in combination, bring about a balance between government 

control over advertising and the freedom of speech. 

The regulation of the advertising of medicinal products in the United States will be 

compared with the regulations in Australia and Malaysia. Findings made in this chapter are 

intended to facilitate the recommendation to improve the regulation of the advertising of 

medicinal products in Malaysia. The comparative analysis is carried out in the following 

chapter.  
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CHAPTER 6 

A COMPARATIVE ANALYSIS OF THE REGULATION OF ADVERTISING 

OF MEDICINAL PRODUCTS   

IN THE UNITED STATES, AUSTRALIA AND MALAYSIA 

6.1 INTRODUCTION  

This chapter compares the regulation of advertising of medicinal products in 

Malaysia with that of the United States and Australia. The analysis presented in the 

chapter provides the basis for recommendations for reforming the regulation of advertising 

of medicinal products in Malaysia. 

 

As noted in sections [3.2], [4.2] and [5.2.], in all three jurisdictions two categories of 

products are referred to as medicinal products. Both prescription and non-prescription 

drugs qualify as medicinal products because of their medicinal composition or ingredients. 

However, where there are therapeutic claims carried by advertisements for health-related 

products (HRPs) including food, dietary supplements and cosmetics, these may also 

qualify as medicinal products.  

 

Section [6.2] of this chapter analyses the regulation of direct-to-consumer advertising 

(DTCA) of prescription drugs. The analysis takes into consideration the manner in which 

drugs are classified, prescribed and promoted in the three jurisdictions. It also considers 

the diverse approaches adopted to the regulation of DTCA of prescription drugs in the 

three jurisdictions. The section also explores the advantages and disadvantages of DTCA 

of prescription drugs, and presents an economic analysis of this issue. The objective of this 

section is to determine if DTCA of prescription drugs should be permitted in Malaysia, and 

if so, how it should be regulated. 

 

Section [6.3] of this chapter compares and analyses the regulation of the advertising of 

non-prescription drugs, and products classified as medicinal, namely the HRPs which fall 
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within the classification of medicinal products by virtue of therapeutic claims carried on 

advertisements in the three jurisdictions. This analysis focuses on three key aspects of 

regulation: (1) the classification of products as medicinal products; (2) rules governing the 

advertising of medicinal products; and (3) regulatory controls employed in the regulation of 

the advertising of such products. This section of the chapter also incorporates an economic 

analysis of these issues, so that a cost effective model of regulation of the advertising of 

these products in Malaysia can be recommended.  

  

As explained in this chapter, the system of regulation for advertising of medical products 

must make threshold decisions with regard to two main issues: (1) whether DTCA of 

prescription drugs should be permitted and regulated in Malaysia or whether Malaysia 

should continue its ban on DTCA of prescription drugs; and (2) the appropriate model for 

regulation of permissible advertising of ‗products classified as medicinal products‘. The 

concluding section of this chapter sets out the recommendations on these issues.  
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6.2.  THE REGULATION OF ADVERTISING OF PRESCRIPTION DRUGS  

The regulation of the advertising of prescription drugs directed at consumers in the three 

jurisdictions is examined in this section of the chapter. Sections [6.2.1] and [6.2.2] examine 

the classification of drugs and the prescribing practices in each of these jurisdictions. 

Subsequently, the promotion of prescription drugs in these jurisdictions is examined in 

[6.2.3]. The differences in the classification of drugs are set out in order to enhance the 

understanding of the regulation of advertising of prescription drugs. The relationship 

between prescribing practices and the advertising of prescription drugs is discussed, since 

the advertising of prescription drugs is perceived to cause a change in the patient-

physician relationship.  

 

Section [6.2.4] then analyses the rationale for regulating DTCA of prescription drugs. The 

analysis includes an examination of different approaches adopted in the three jurisdictions 

and an investigation of the advantages as well as the disadvantages of DTCA of 

prescription drugs. The objective is to establish grounds for making recommendations for 

appropriate legal reform to the regulation of DTCA of prescription drugs in Malaysia. 

6.2.1 Classes of Drugs  

In essence, drugs are classified in two distinct ways. First, as explained in [3.2.1], [4.2.1] 

and [5.2.1], products are classified as drugs if they are therapeutic in nature or intended to 

be used for therapeutic purposes. The three jurisdictions are in general agreement with 

regard to which products may be classified as drugs, although exemptions that disqualify 

them from classification vary in the three jurisdictions. As will be seen in [6.2.3], the 

regulation of advertising of these products varies in the three jurisdictions, in particular, in 

relation to the regulation of DTCA of prescription drugs. Second, drugs are broadly 

categorized into two classes, namely, prescription drugs and non-prescription drugs. 

However, most countries, including Australia and Malaysia, recognise a third category 

within non-prescription drugs, pharmacy-only-medicines.1 As noted at [5.2.1.1], the United 

States, on the other hand, has only two categories of drug classification: prescription and 

non-prescription drugs. The regulatory regime in the United States does not provide for 

                                                        
1 See [3.2.1] of Chapter 3 and [4.2.1] of Chapters 4. 
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pharmacy-only-medicine, and therefore consumers in the United States are deprived of the 

benefits of a pharmacist acting as an intermediary and advising them about drugs. On the 

other hand, the lack of a pharmacy-only-medicines category in the United States is 

arguably the reason why DTCA of prescription drugs is permitted. Consumers in that 

jurisdiction therefore rely on DTCA of prescription drugs to provide information about the 

drugs. 

6.2.2 Prescription Drugs: Prescribing Practices and Promotion  

Prescription drugs are drugs which cannot be obtained from a pharmacy without a 

prescription from a physician. In the United States, as noted at [5.2.1.1], the requirement 

for a prescription from a medical practitioner who is licensed under the law (referred to as a 

physician in this chapter), is spelled out in the definition of the term ‗drug‘. The rationale for 

this requirement is that there is a level of ‗toxicity and potential harmful effects‘ commonly 

found in these drugs, which requires supervision of its supply to consumers. Also, the 

method of use, or collateral measures necessary for the use of drugs, supports the need 

for supervision. 

 

In Australia, the need for a prescription is justified by the risk that the drugs are known to 

carry. As explained at [4.2.1.1], products which are deemed high risk, and registered in the 

ARTG as high risk drugs, require a prescription while those which are listed as low risk do 

not. In Malaysia, drugs are categorized according to their ingredients and compositions as 

well as their intended purpose. As noted at [3.2.1], drugs are listed as prescription drugs in 

the National Essential Drugs List based on active ingredients. The requirement for medical 

practitioners to prescribe drugs is set out in section 21(2) of the Poisons Act 1952 

(Malaysia).  

 

In each of the jurisdictions, prescriptions are written by physicians following a number of 

considerations, namely: (1) a discussion with patients about their medical conditions; (2) an 

examination of the degree of severity and prevalence of the conditions; and (3) an 

evaluation of the side effects of using the specific drugs. The prescription is then forwarded 

to a pharmacist who dispenses the drugs to the patient. This practice is, however, not 

uniform in the three jurisdictions. In particular, the practice is somewhat different in 

Malaysia compared to the United States and Australia. While in the United States and 
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Australia, patients will generally obtain a prescription from a physician and pass it to the 

pharmacist to be dispensed, in Malaysia, the practice depends on whether the patient sees 

a doctor2 in a clinic or in a hospital. Where the patient consults a doctor in a clinic, the 

patient is not given a copy of the prescription; instead, the prescription is passed to the 

nurse or clinic clerk, who then gives the medication to the patient under the supervision of 

the doctor.3 In other words, prescriptions are not given directly to patients, but prescription 

drugs are sold to the patient in a clinic under the supervision of the doctor. Patients may 

request a prescription from the doctor in order to purchase the drugs from a pharmacy, but 

this is not a common practice as it is more convenient to purchase them from the doctor‘s 

clinic. In a hospital, by way of contrast, the prescription is given to the patient to be passed 

to the pharmacist, who is actually located in the hospital building.  

 

Although the prescribing requirements in the three jurisdictions do not vary, the practices 

involved in advertising prescription drugs to consumers do. As stated at [5.4], DTCA of 

prescription drugs is allowed in the United States, the only other country condoning the 

practice being New Zealand.4 In practice, DTCA of prescription drugs is partially permitted 

in Australia, but absolutely prohibited in Malaysia. Section [6.2.3] of this chapter explores 

the diverse approaches followed and the forms of regulation adopted in the United States, 

Australia and Malaysia, before a detailed examination of the rationales for the diverse 

positions.  

6.2.3 The Advertising of Prescription Drugs in the Three Jurisdictions  

DTCA of prescription drugs has been allowed in the United States since September 1985.5 

Three types of DTCA of prescription drugs are recognized, namely: (1) product-claim 

                                                        
2 Medical practitioners are referred to as doctors in Malaysia. In Malaysia, the term ‗physician‘ is generally 
associated with medical practitioners who are a specialist in a particular field of medicines.  
 
3 This practice is not against the law if the medicine is prepared by the medical practitioner or under 
immediate supervision of such practitioner‘. See Poisons Act 1952 (Malaysia) s 19(3). 
 
4 Amy Shaw, 'Direct-to-Consumer Advertising (DTC) of Pharmaceuticals' (2008) ProQuest Discovery Guides, 
3; Pharmaceutical Health and Rational Use of Medicines (PHARM), Pharmac Committee, Direct-to-
Consumer Advertising (DTCA) of Prescription Medicines and the Quality Use of Medicines (QUM) (April 
2004) 1, 2 (‗DTCA and QUM 2004’); Janet Hoek and Philip Gendall, 'Direct-To-Consumer Advertising Down 
Under: An Alternative Perspective and Regulatory Framework' (2002) 21(2) Journal of Public Policy & 
Marketing 202. 
 
5 56 Fed. Reg. 36677 (Sept. 9, 1985). 
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advertisements; (2) help-seeking advertisements; and (3) reminder advertisements. Of 

these, only product-claim advertisements, which are advertisements that feature 

indications regarding the safety and efficacy of drugs, are regulated.6 It is a requirement 

that these claims are accompanied by a brief summary or an adequate provision, as has 

been explained in [5.4.1.1].  

 

The United States' regulations, administered by the FDA, set out precise and detailed rules 

governing the dissemination of information on advertisements and labels.7 As seen at 

[5.4.1.1], regulations set out in the Code of Federal Regulation (CFR) contain detailed 

requirements which advertisements must meet in order to avoid being ‗misbranded‘. These 

regulations establish the manner in which information in advertisements of prescription 

drugs must be presented to consumers.  

 

Malaysia and Australia approach the regulation of DTCA quite differently to the United 

States. While both Malaysia and Australia prohibit DTCA of prescription drugs, there are 

inadequacies in the law in both jurisdictions which create loopholes, and thereby indirectly 

enable opportunities for DTCA of prescription drugs. There are different loopholes in each 

jurisdiction. 

 

In Australia, DTCA of prescription drugs is prohibited by the Medicine Australia Code of 

Conduct (Edition 16) (2010).8 However, in practice, ways are found around the prohibition. 

Australia arguably allows DTCA when ‗help seeking advertisements‘ are perm itted through 

disease awareness campaigns. As noted earlier at [4.3.1.3], in Australia, although the 

promotion of prescription drugs to the general public is prohibited, information which is 

perceived to be educational can be allowed.9 Hence, educational material which includes a 

‗disease education activity‘ about the availability of different treatment options, such as the 

range of prescription products, non-prescription drugs and/or alternative treatments, can be 

                                                                                                                                                        
 
6 See [5.4.1] of Chapter 5. 
 
7 The restrictions on the advertisements of prescription drugs are embodied in the FDA regulation. See 21 
U.S.C. § 352 (n) 2008. 
 
8 See [4.3.1.3] of Chapter 4. 
 
9 See Medicine Australia Code of Conduct (Edition 16) 2010 s 12.3. 
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disseminated to the general public.10 DTCA of prescription drugs therefore occurs in 

Australia when advertisers indirectly promote prescription drugs through the 

communication of messages regarding diagnosis and the treatment of illnesses.11 

Eventually a proportion of the consumers who see the advertisements persuade their 

physicians to prescribe the ‗intended‘ drugs.12 The influence of the media is so strong that 

consumers are often able to guess the advertised prescription drugs and request a 

prescription for the drug. 

 

Such a situation does not occur in Malaysia since public disease awareness campaigns 

directed at consumers are not allowed to mention pharmaceutical products in any 

manner.13 However, DTCA of prescription drugs indirectly occurs through other means. In 

Malaysia, as noted at [3.3.1.1], the Medicines (Advertisement and Sale) Act 1956 

(Malaysia), which is the legislation that governs the regulation of medicinal products, 

prohibits claims regarding product indications or information in advertisements that would 

encourage the use of medicinal products including prescription drugs. Nevertheless, as 

noted at [3.3.1.1], unless advertisements are published for public viewing in media such as 

newspapers, advertisers are not considered in breach of the Medicines (Advertisement and 

Sale) Act 1956 (Malaysia). Hence, pamphlets or brochures, for example, which are 

produced by drug companies for pharmacies, medical practitioners and certain other 

professionals, but which were not meant for public viewing, are not subject to regulation by 

the Medicines (Advertisement and Sale) Act 1956 (Malaysia), even though they may be 

placed in a location or spot where the public is bound to read them. In essence, these are 

materials that are intended to promote prescription drugs. Advertisers who promote 

prescription drugs in such a manner are able to escape regulation by invoking subsection 5 

(3)(b) of the Medicines (Advertisement and Sale) Act 1956 (Malaysia), by arguing that the 

publication was not intended for public viewing in the specified media. Further, in Malaysia, 

as noted at [3.3.2.1], the PhAMA Code of Pharmaceutical Marketing Practices for 

Prescription (Ethical) Products (18th Edition) 2010 (Malaysia) which illustrates the 

                                                        
10 Ibid s 12.7.2. 

11 See generally Agnes Vitry, 'Is Australia Free from Direct-to-Consumer Advertising?' (2004) 27(1) Australian 
Prescriber, 4–5. 
 
12 Ibid. 
 
13 PhAMA Code of Pharmaceutical Marketing Practices for Prescription (Ethical) Products (18th Edition) 2010 
(Malaysia) Questions and Answers on PhAMA Code, 28. 
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standards for ethical promotion of prescription drugs to healthcare professionals, provides 

guidelines to assist its members to use legitimate methods of advertising; however, being a 

purely self-regulatory code of practice, the code lacks the force of law to ensure that the 

advertising practices are carried out lawfully. 

 

In summary, the three jurisdictions adopt different approaches to the regulation of DTCA. 

While Australia and Malaysia regulate DTCA through prohibitions, the United States 

regulates DTCA of prescription drugs by setting out precise rules as to how advertisements 

should be disseminated. The decision as to whether to permit and regulate, or to prohibit 

DTCA of prescription drugs is, based upon an evaluation of the extent to which the 

advantages of DTCA of prescription drugs outweigh the disadvantages. As explained at 

[2.9.2] of Chapter 2, DTCA of prescription drugs is perceived, on the one hand, as a source 

of information which empowers consumers with the ability to make an informed choice,14 

but on the other hand, it is also regarded as a source of misconceptions in consumers 

which leads to misguided and wrong decisions and adverse health consequences.15  

 

The question of whether Malaysia should consider permitting and regulating DTCA of 

prescription drugs cannot be ascertained without exploring the rationales for prohibiting or 

permitting it. The following section, [6.2.4] examines the advantages and disadvantages of 

DTCA of prescription drugs in the context of ascertaining an appropriate form of regulation 

for the advertising of prescription drugs.  

6.2.4 Regulating DTCA of Prescription Drugs 

There are, in essence, two means of regulating DTCA of prescription drugs. It can be 

regulated either through controls placed on its dissemination or through an outright 

prohibition on its dissemination. In the United States, where DTCA of prescription drugs is 

                                                        
14 Anthony D Cox and Dena Cox, 'A Defense of Direct-to-Consumer Prescription Drug Advertising' (2010) 53 
Business Horizon 221, 227; Marshall H. Chin, 'The Patient's Role in Choice of Medications: Direct-to-
Consumer Advertising and Patient Decision Aids' (2005) 5 Yale Journal of Health Policy, Law and Ethics 771, 
772 & 776. 
 
15 Julie Donohue, 'A History of Drug Advertising: The Evolving Roles of Consumers and Consumer 
Protection' (2006) 84(4) The Milbank Quarterly 659, 660; Marvin M.Lipman, 'Bias in Direct-To-Consumer 
Advertising and Its Effect on Drug Safety' (2006) 35 Hofstra Law Review 761, 762.  
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permitted,16 it is regulated through controls, while in most countries, including Malaysia and 

Australia, DTCA is prohibited.  

 

There have been debates about the merits of DTCA of prescription drugs in many 

developed countries. Whilst in New Zealand a review of the regulation of DTCA of 

prescription drugs, conducted in 2000, favoured continuing to permit DTCA of prescription 

drugs,17 in Australia the 2001 Galbally Review recommended against permitting DTCA.18 

The United Kingdom, Canada and European countries (including Finland, Spain and the 

Netherlands) have all decided against allowing DTCA of prescription drugs, as it has been 

concluded that to do so would be more detrimental than beneficial.19  

 

The decision of whether to continue to prohibit DTCA of prescription drugs in Malaysia, as 

explained in Chapter 2, must be based on an assessment of whether the benefits of DTCA 

outweigh its harms. Accordingly, claims made by both proponents and opponents of DTCA 

of prescription drugs regarding its informational value are investigated in the following 

sections. Section [6.2.4.1] examines the arguments in favour of DTCA of prescription 

drugs, whereas section [6.2.4.2] examines the arguments against it. These arguments are 

largely based on claims made by proponents and opponents of DTCA of prescription 

drugs, and are mainly derived from experience in the United States, where the debate has 

been most intense. Section [6.2.4.3] evaluates the relative benefits and detriments of 

DTCA of prescription drugs, which is then used in [6.2.5] to recommend whether or not 

DTCA of prescription drugs should be allowed in Malaysia.  

 

 

                                                        
16 The other country where DTCA of prescription drugs is permitted is New Zealand.  
 
17 ‗Direct to Consumer Advertising of Prescription Medicines in New Zealand; (Discussion Paper, Ministry of 
Health New Zealand, 2000) (‗DTCA New Zealand Discussion Paper 2000’) 
 
18 Rhonda Galbally, Review of Drugs, Poisons and Controlled Substances Legislation. Final Report Part A 
(National Therapeutic Goods Administration, Woden ACT 2001) 50 (‗Galbally Review’)  
 
19 DTCA and QUM 2004, above n 4, 2. 
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6.2.4.1 Arguments in Favour of DTCA of Prescription Drugs 

DTCA of prescription drugs is claimed by its proponents to communicate health-related 

information and to educate the public about healthcare. It is also contended that it leads 

consumers to obtain necessary care at an early stage, which reduces the necessity for 

expensive treatments such as surgery and hospitalization. This section examines these 

claimed benefits.  

(a) DTCA Communicates Health-Related Information  

Proponents of DTCA of prescription drugs argue that it conveys health-related information 

to consumers, which benefits consumers in many ways.20 It enables consumers to be 

better informed about drugs and certain medical conditions; it notifies consumers of the 

availability of new drugs or treatments for medical conditions which consumers would 

otherwise be unaware of and also helps consumers to recognize medical conditions that 

are often under-diagnosed or under-treated.21 The information gained from DTCA of 

prescription drugs assists consumers in their discussions with physicians regarding health 

conditions, tests or treatment options that may have been overlooked by physicians.22  

(b) DTCA of Prescription Drugs Brings Indirect Benefits  

When DTCA of prescription drugs provides information that is not directly associated with 

advertised drugs, such as information about obesity, diabetes, depression, diet, exercise 

and wellness, this general information is perceived to enhance consumers‘ understanding 

of healthcare.23 This has been seen as a positive side-effect of the advertising. Another 

positive side-effect is that it may encourage compliance with drug therapy, which in turn 

                                                        
20 See generally Cox and Cox, above n 14, 227. 
 
21 Isaac D. Montoya, Gwen Lee-Dukes and Dhvani Shah, 'Direct -To-Consumer Advertising: Its Effects on 
Stakeholders' (2008) 37(2) Journal of Allied Health 116, 118.  
  
22 Jeffrey T Berger, et al., 'Direct-to-Consumer Drug Marketing: Public Service or Disservice?' (2001) 68(3) 
The Mount Sinai Journal of Medicine 197, 199. 
 
23 John E Calfee, 'Public Policy Issues in Direct-to-Consumer Advertising of Prescription Drugs' (2002) 21(2) 
Journal of Public Policy and Marketing 174, 185. 
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contributes towards better management of healthcare.24 Hectic lifestyles or plain neglect 

may contribute toward non-compliance with drug therapy, but DTCA of prescription drugs, 

by reminding consumers to seek physicians to obtain or refill prescriptions, can prompt 

compliance with drug therapies, and thereby prevent the deterioration of the health of 

consumers.25  

(c) DTCA of Prescription Drugs Prevents Costly Treatments 

DTCA of prescription drugs may replace or prevent costly surgery, treatment or 

hospitalization when it encourages effective drug therapies. Drug therapies may save costs 

in the long run by averting the need for other costly health care services.26 A positive effect 

of this is also that it will prevent the crowding of hospital beds. If fewer patients are 

admitted, this, in turn, provides an opportunity to those with serious illnesses to be 

attended to in a timely manner. 

6.2.4.2 Arguments against DTCA of Prescription Drugs 

DTCA of prescription drugs is claimed by opponents to lead to over-prescription and to 

compromise the physician-patient relationship. It is also claimed to harm patients, whether 

financially, psychologically or physiologically, by creating unnecessary demands for the 

drugs or by providing unbalanced, misleading or inadequate information and warnings. In 

addition, there are general objections that DTCA is too profit-orientated and not genuinely 

intended to optimize healthcare. This section explores each of these claims.  

 

                                                        
24 Ibid 186. 
 
25 See generally Prevention Magazine (1999) ‗National Survey of Consumer Reactions to Direct-to-Consumer 
Advertising; Prevention Magazine (2000) ‗International Survey on Wellness and Consumer Reactions to DTC 
Advertising of Rx Drugs‖. Also see generally Calfee, above n 23, 180. 
 
26 See generally Peter J. Neumann, et al., 'Drug Costs: Are Pharmaceuticals Cost-Effective? A Review Of 
The Evidence; Do Drug Treatments Give Value for the Money? Careful Analysis Can Yield Useful 
Information, This Study Finds' (2000) 19(2) Health Affairs 92, 97-99.  
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(a) DTCA of Prescription Drugs Influences Consumer Choices 

Choosing a drug treatment requires the expert advice of a physician who has considered 

factors such as: (1) the prevalence and the degree of severity of the conditions being 

treated; (2) the effectiveness of the particular drugs to treat the conditions; (3) the 

possibility of alternative treatments; and (4) the side effects of the drugs and the frequency 

of the side effects.27 The nature of the products and the vulnerability of those who consume 

them, necessitate obtaining advice from a physician.28 The choice of drug treatment is, 

however, thought to be influenced by DTCA of prescription drugs, meaning that it is 

unqualified consumers, instead of qualified physicians, who effectively make the choice of 

drugs.29 Consumers, who are influenced by an advertisement, tend to insist that the 

physician prescribes the advertised drugs.  

(b) DTCA of Prescription Drugs’ Distorts Physician-Patient Relationship 

Opponents of DTCA of prescription drugs also argue that it does not lead to patients 

having informed discussions with their physicians about their medical conditions and the 

advertised drugs; instead, it results in patients demanding that physicians prescribe the 

advertised drugs.30 The practice of placing pressure on a physician to prescribe the 

advertised drugs may cause an erosion of the patient-physician relationship. However, 

there is no conclusive evidence as to whether this practice alters physician behaviour in 

the context of distorting the relationship between physicians and their patients as the 

published studies reveal conflicting findings.31 Opponents have, however, argued that 

                                                        
27 Kurt C Stange, 'Time To Ban Direct-To-Consumer Prescription Drug Marketing' (2007) 5(2) Annals of 
Family Medicine 101, 101.  
 
28 Berger, above n 22, 199-200; Editorial, 'Direct-to-Consumer Advertising: Is It Too Late to Manage the 
Risk?' (2007) 5(1) Annals of Family Medicine 4, 5. 
 
29 See generally Stange, above n 27, 101; Gary Humphreys ‗Direct-to Consumer Advertising Under Fire 
Bulletin of World Health Organisation’ (2009) 87(8), 576.  
 
30 Stange, above n 27, 101; Humphreys above n 29, 576; See generally Sheila Campbell, Congressional 
Budget Office 'Promotional Spending for Prescription Drugs' (2009)  Economic and Budget Issue Brief, 1, 1. 
 
31 Barbara Mintzes, et al., 'How Does Direct-to-Consumer Advertising (DTCA) Affects Prescribing? A Survey 
in Primary Care Environments With and Without Legal DTCA' (2003) 169(5) Canadian Medical Association 
Journal, 405. See generally Kathryn J. Aikin, John L. Swasy and Amie C. Braman, Center for Drug 
Evaluation and Research, Food and Administration, Department of Health and Human Services, United 
States, Patient and Physician Attitudes and Behaviors Associated with DTC Promotion of Prescription Drugs: 
Executive Summary of FDA Survey Research Results; Richard L Kravitz, et al., 'Influences of Patients' 
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physicians have, on most occasions, acceded to the demands of patients and prescribed 

the advertised drugs.32  

(c) DTCA of Prescription Drugs Promotes Drugs without Proper Investigation into their 

Safety 

DTCA of prescription drugs tends to promote newly approved medications that may not 

have the advantage of sufficient ‗run time‘ to firmly establish their safety.33 In the United 

States, drugs are tested on approximately 5000 patients, a figure which is hardly 

substantial as a basis for establishing safety, taking into account the demand for such 

drugs and the number of patients who may eventually consume them.34 Adverse reactions 

recorded from a few patients may not accurately represent the reaction of all patients to the 

drugs.35 In view of the large-scale use of prescription drugs, DTCA of prescription drugs 

risks the possibility of harming patients when information regarding the availability of drugs 

for certain illnesses is disseminated without prior proper investigation of side effects and 

contraindications.36  

 

An example of the potential dangers is the case of the arthritis drug rofecoxib, which is 

known as Vioxx. Vioxx was advertised by DTCA, but a clinical study later found an 

increased risk of cardiovascular events, such as heart attack and stroke, after 18 months of 

treatment, leading to the drug being recalled.37 However, by the time of the recall, the drug 

                                                                                                                                                        
Request for Direct-to-Consumer Advertised Antidepressants: A Randomized Controlled Trial' (2005) 293(16) 
Journal of American Medical Association 1995, 1998. 
 
32 Bennet Parnes, et al., 'Lack of Impact of Direct-to-Consumer Advertising on the Physician-Patient 
Encounter in Primary Care: A SNOCAP Report' (2009) 7(1) Annals of Family Medicine 41, 44- 45; Mintzes, et 
al., above n 31, 409; Kravitz, et al., above n 31, 1998; See generally Martin S. Lipsky and Christine A. 
Taylor., 'The Opinions and Experiences of Family Physicians Regarding Direct-to-Consumer Advertising'. 
(1997) 45(6) Journal of Family Practice 495.  
 
33 See Donna U. Vogt Congressional Research Service (CRS) Report RL 32853, United States, Direct-to-
Consumer Advertising of Prescription Drugs (25 March 2005), 26. 
 
34 See generally Ibid 5-6. 
 
35 Ibid. 
 
36 Ibid. 
 
37 See Eric J Topol, 'Failing the Public Health: Rofecoxib, Merch, and the FDA' (2004) 351(17) New England 
Journal of Medicine 1707, 1707. 
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had reached over 80 million American patients who were already taking the medication.38 

A similar outcome was seen in the case of a weight loss drug, ‗Sibutramine‘. Sibutramine, 

which was sold under different names such as ‗Meridia‘, ‗Reductil‘, ‗Ectiva‘, ‗sibutral‘, 

‗reduxade‘ and ‗zelium‘ in different countries, was withdrawn in European countries 

following a safety review finding that ‗Sibutramine‘ carried a risk of cardiovascular events.39 

The drug, however, was not withdrawn from the United States; instead manufacturers 

agreed to provide stronger warnings to consumers.40  

 

In some instances, harm caused by prescription drugs continues even after the use is 

discontinued, as in the case of the drugs ‗Paroxetine‘ (Paxil) and ‗Ventlafaxine (Effexor). 41 

These drugs were found to cause harm to an unborn child in the twentieth  week of 

pregnancy although their use was discontinued in the first trimester of pregnancy.  42  

(d) Financial and Psychological Effects of DTCA of Prescription Drugs   

It has been argued by opponents that not only physical harm may be caused by DTCA of 

prescription drugs, but also financial and psychological harm. Consumers do not 

necessarily benefit in terms of the enhancement of their healthcare by consuming the 

drugs, but they may also be harmed by unnecessary expenses.43 As explained by Kapp, 

DTCA of prescription drugs may create an inappropriate demand for life-style drugs to treat 

conditions that do not require pharmacological interventions.44 The end result of this will be 

an increased cost for consumers, with no countervailing benefits. Opponents also argue 

                                                        
38 Ibid.  
 
39Christine Redmond, 'Sibutramine Ban Will Influence New Obesity Drugs; Weight Loss Drug Withdrawal will 
Pave Way for New Obesity Treatments', Suite 101.com (online) 27 January 2010, 
 <http://weightloss.suite101.com/article.cfm/sibutramine-ban-will-influence-new-obesity-
drugs#ixzz0rRr5IXm1>  
 
40 Ibid.  
 
41 Sharon Kirkey, 'Antidepressants linked to higher risk of miscarriage', Calgary Herald (online) 31 May 2010, 
 <http://www.calgaryherald.com/news/Antidepressants+linked+higher+risk+miscarriage/3094082/story.html>  
 
42 Ibid.  
 
43 See Peter Lurie, 'DTC Advertising Harms Patients and Should Be Tightly Regulated' (2009) 37 Journal of 
Law, Medicine and Ethics 444, 447. 
 
44 Marshall B Kapp, 'Drug Companies, Dollars, and the Shaping of American Medical Practice' (2005) 29 
Southern Illinois University Law Journal 237, 244. 
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that DTCA of prescription drugs that are life-style drugs may bring about unhappiness and 

anxiety amongst those who either cannot afford the advertised drugs, or find them to be 

ineffective.45 For example, a study on men who used ‗Sildenafil‘ for erectile dysfunction 

revealed that the expectations created by DTCA affected the morale of men who used the 

drug, only to find that it was ineffective. 46  

(e) DTCA of Prescription Drugs Promotes Expensive Drugs  

Although DTCA of prescription drugs is described as a ‗marketing technique and a way to 

reach patients directly in order to reduce the information and power imbalance between 

patient and physician47 or as ‗any promotional effort by pharmaceutical companies to 

present prescription drug information to the general public through the lay media‘,48 DTCA 

of prescription drugs is, in essence, a marketing tool designed to encourage the purchase 

of the advertised drugs.49 

 

The advertised drugs are usually more expensive than the cheaper versions that are 

available in generic form. Although there are no clinical differences between the advertised 

drugs and the generic drugs, consumers may be more inclined to buy the advertised drugs 

as DTCA leads them to believe that generic drugs are inferior.50 Furthermore, as generic 

drugs are not advertised, consumers are less likely to be aware of their availability.51  

 

One impact that may arise from DTCA of prescription drugs is that it may put pressure on 

the viability of benefit schemes such as the Australian pharmaceutical benefit scheme 

                                                        
45 Elizabeth A Almasi, et al., 'What Are the Public Health Effects of Direct-to-Consumer Drug Advertising?' 
(2006) 3(3) PLoS Medicine 284, 286. 
 
46 John Tomlinson and David Wright, 'Impact of Erectile Dysfunction and Its Subsequent Treatment with 
Sildenafil: Qualitative Study' (2004) 328 British Medical Journal, 1, 4. 
 
47 See Chin, above n 14, 775.  
 
48 Vogt, above n 33, 1. 
 
49 See Chin, above n 14, 775. See Vogt above n 33, 1. 
 
50Prescription Access Litigation (PAL) Drug Advertising at  
<http://www.prescriptionaccess.org/learnmore?id0003 >. 
 
51 Ibid.  
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(PBS).52 In Australia, the PBS provides affordable access to a range of medicines.53 

Consumers are able to afford some medications because they are subsidized through this 

scheme; but unnecessary demand or pricing of prescription drugs will create extra costs to 

the government, which subsidises these drugs.  

(f) DTCA of Prescription Drugs Fails to Provide Adequate Warnings 

Opponents of DTCA of prescription drugs argue that it fails to convey adequate warnings 

about the actual risks and benefits, or about possible side effects and contraindications.54 

Broadcast advertisements, which are aired for one minute or thirty seconds, focus mainly 

on encouraging consumers to visit their doctors for prescription of the advertised drug.55 

Less prominent attention is placed on the warnings associated with the drugs.56 Similarly, 

advertisements in the print media emphasize the potential benefits of using the drugs, 

while warnings are often carried in small print using dull colours and are difficult to 

understand.57  

(g) DTCA of Prescription Drugs Misled Consumers 

Critics argue that DTCA of prescription drugs may cause consumers to believe that the 

advertised drugs have considerable advantages, when in fact no significant advantages 

exists or are proven.58 These misconceptions are created by explicit language used in 

advertisements, as well as by images which make the advertised drugs appear better than 

                                                        
52 DTCA and QUM 2004 above n 4, 7. 
 
53 Amanda Biggs, Parliamentary Library, Parliament of Australia, Pharmaceutical Benefit Schemes An 
Overview; Department of Health and Ageing, Australian Government, Pharmaceutical Benefit Schemes, 
<http://www.health.gov.au/pbs> 
 
54 Chin, above n 14, 776; Lurie, above n 43, 447. 
 
55 See generally Andrea M Greene, 'Pharmaceutical Manufacturer's Liability for Direct Marketing and Over-
Promotion of Prescription Drugs to Product Users' (2003) 26 American Journal of Trial Advocacy 661, 676. 
 
56 Ibid.  
 
57 Lisa M. Schwartz, et al, ‗Using a drug facts box to communicate drug benefits and harms. Two randomized 
trials‘. (2009) 150 (8) Annals Internal Medicine, 516. 
 
58 See generally Jerry Avorn and William H. Shrank, Editorial 'Communicating Drug Benefits and Risks 
Effectively: There Must Be A Better Way' (2009) Annals of Internal Medicine 563, 563.  
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they are in comparison with other drugs.59 For instance, although drugs known as Cox-2 

inhibitors were widely promoted by claims promoting high expectations, it was later found 

that the drugs were not a more effective pain reliever than other non-steroidal anti-

inflammatory drugs.60 In another instance, an actor was used to falsely convey the 

imputation that a prescription drug was being recommended by a physician.61 In this case, 

an advertisement showed a person who was introduced as the physician who invented 

‗artificial hearts‘, promoting the use of the anti-cholesterol drug Lipitor to the audience while 

rowing a boat across a lake.62 The advertisement was later found to be misleading when it 

was discovered that the physician was not licensed, and that he had not even rowed the 

boat across the lake.63  

(h) Other Harmful Effects of DTCA of Prescription Drugs  

The opponents of DTCA of prescription drugs also point to disadvantages other than those 

previously discussed. First, there are claims that DTCA of prescription drugs may change 

people's attitudes towards healthcare, leading to an assumption that drug therapy is 

needed to treat all aches and pains, even where a non-drug treatment may be just as 

efficacious.64 This type of advertising causes consumers to prefer a drug-orientated 

approach, rather than adopting other measures, such as a balanced diet or an alternative 

therapy.65 There are also claims that the drug companies manipulate consumers for their 

own gains; the drug companies turn patients into their ‗agents‘ and get them to seek 

physicians to prescribe drugs as per their request.66 Secondly, apart from potentially 

misleading consumers, opponents have argued that there are problems with promotions 

                                                        
59 See Josef Winkler, 'You Wanted the Best, You Got the Best! The Current Direct-to-Consumer Prescription 
Drug Advertisement Dilemma' (2007) 26 (4) Biotechnology Law Report 331, 338. 
 
60 See Lurie, above n 43, 445; Vogt above n 33, 26. 
 
61 Humphreys above n 29, 576.  
 
62 Ibid. 
 
63 Ibid. 
 
64 See Vogt above n 33, 8.  
 
65 Ray Moynihan, Iona Heath, and David Henry, ‗Selling Sickness: The Pharmaceutical Industry And Disease 
Mongering' (2002) 324,(7342  ) British Medical Journal 886. 
 
66 See generally Lurie, above n 43, 448.  
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aimed at physicians.67 For example, some promotions have misled physicians with respect 

to the types of studies and data collected, with poor quality studies being presented as 

reliable.68  

6.2.4.3 Analysis of the Competing Arguments 

It is clear from the above that DTCA of prescription drugs has both potential advantages 

and disadvantages being, in the words of Kravitz et al, ‗neither good nor evil: it is both‘.69 

On the one hand, DTCA of prescription drugs may be helpful in providing consumers with 

information about the drugs, and in fostering better communication between physicians 

and patients. On the other hand, however, it may create unrealistic expectations in the 

minds of patients, who are not well-placed to assess the claims made about the drugs. 

This section of the chapter examines the arguments for and against DTCA of prescription 

drugs. It does not attempt a detailed analysis of all arguments in favour and against, but 

evaluates the primary advantages and disadvantages of DTCA of prescription drugs so as 

to provide a basis for the recommendation as to whether it should be permitted or 

otherwise. Once this is accomplished, the next task is to undertake a cost-benefit analysis, 

which is carried out at [6.2.4.4]. 

(a) DTCA May Have A Negative Health Impact 

As explained at [2.6.1], advertisements for medicinal products, including prescription drugs, 

may provide consumers with important information about the drug such as its benefits and 

potential side-effects. Hence, advertisements may provide consumers with additional 

information about illnesses and diseases, facilitating early diagnosis, encouraging the 

adoption of a healthy lifestyle or prevention of costly treatments, surgery and 

hospitalization. Finally, advertisements for medicinal products may foster a better 

                                                        
67 See generally Henry A Waxman, 'A History of Adverse Drug Experiences: Congress Had Ample Evidence 
to Support Restrictions on the Promotion of Prescription Drugs' (2003) 58 Food and Drug Law Journal 299, 
302  
 
68 Ibid.  
 
69 Almasi, above n 45, 285 -286.  
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physician-patient relationship, by encouraging patients to ask informed questions of their 

physicians.  

 

However, as explained further at [2.6.1], the promotion of medicinal products may create a 

false or misleading impression of the qualities of a product, with potentially serious health 

effects. It has been noted above that DTCA of prescription drugs causes various types of 

harm:  financial, physical and psychological. This occurs when DTCA falsely claims that 

the advertised drugs (which are more expensive) are superior to other drugs or to their 

generic versions. Advertisement of prescription drugs also exposes populations to serious 

side effects before any scientific testing could have the chance to detect adverse reactions, 

as seen in the case of both ‗Vioxx‘ and ‗Sibutramine‘. Such advertisements have also 

caused misery to those consumers who have consumed particular drugs only to find that 

they did not have the desired effect, as in the case of ‗Sidenafil‘ or ‗Viagra‘.  

 

The starting point for the analysis is that in all jurisdictions the possible negative health 

effects of certain medicinal products are potentially so serious that the products are only 

made available on prescription from a physician. Medicines are made available on a 

prescription-only basis because it is believed that patients lack sufficient specialized 

information to equip them to make decisions about whether or not to use the product 

concerned. Here, the physician‘s expertise is required in order to make a decision about 

the suitability of a prescription. However, certain information regarding prescription drugs 

communicated to consumers results in consumers effectively making that decision. 

Consumers tend to request the prescription drugs based on their limited understanding 

from the DTCA of prescription drugs, which may result in inappropriate health care. 

(b) Information in Advertisements is Not Balanced  

Another issue is that DTCA of prescription drugs does not channel information about the 

therapeutic benefits of new drugs to patients who might be in need of them. Studies show 

that advertisers of prescription drugs promote the benefits and downplay the risks so as to 

ensure that the advertised drugs are purchased. An examination of a number of studies 

that reviewed the content of advertisements in order to analyse their usefulness, in addition 

to a range of other things, revealed that DTCA of prescription drugs, on balance, does not 

provide beneficial information. For example, in a study of 320 advertisements published in 
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18 magazines between 1989 and 1998, it was found that the majority of advertisements 

provided minimal information regarding healthcare and that the bulk of information simply 

promoted the drugs.70 The study by Bell et al revealed that whilst there was information 

regarding the condition treated by the advertised drugs and an explanation of the 

symptoms of the medical conditions, there was insufficient information about: the success 

rates of the treatments (9%); the drug mechanism (36%); alternative treatments (29%); and 

behavioural changes (24%).71 Further, Loke et al reviewed one hundred and seventy four 

advertisements from six medical journals in Australia, and found that less than ‗8% of the 

claims quantified specific clinical outcomes‘.72 Abel et al found, from an analysis of thirty 

nine advertisements for twelve products, that the texts of the advertisements provided 

twice the amount of information on the medication benefits than the risks, and that 

information explaining the risks was unreadable.73 

 

Further, where there are regulations that require that sufficient information or warnings 

regarding the risks of prescription drugs are given to patients, advertisers find ways around 

the regulations. In the United States, advertisers comply with the relevant regulation only in 

a literal sense. As noted in [5.4.1.1], in the United States, the regulation requires that 

advertisements of prescription drugs carry either a brief summary which includes the risks 

and contraindications, or ‗an adequate provision‘, with a reference that leads to information 

regarding the particular prescription drug. The print advertisement ordinarily provides 

information regarding risks in the ‗brief summary‘, but the information is so detailed and 

technical that consumers generally do not understand the risks involved. Similarly, while 

the requirement for an ‗adequate provision‘ is also complied with, it is still so burdensome 

to access that consumers fail to notice the information regarding the risks. Broadcast 

media, such as television, comply with the regulation by providing information on risks as 

required by the law, but the advertisements are often run so quickly that consumers fail to 

                                                        
70 Robert A. Bell, Michael S. Wilkes and Richard L. Kravitz, 'The Educational Value of Consumer-Targeted 
Prescription Drug Print Advertising' (2000) 49(12) Journal of Family Practice 1092-1098. 
 
71 Ibid.  
 
72 Tim W Loke, Fong Chee Koh and Jeanette E Ward, 'Pharmaceutical Advertisement Claim in Australian 
Medical Publications' (2002) 177 Medical Journal of Australia 291, 293. 
 
73 G.A Abel, et al., 'Direct-To-Consumer Advertising for Bleeding Disorders: A Content Analysis and Expert 
Evaluation of Advertising Claim' (2008) 6(10) Journal of Thrombosis and Haemostasis 1680, 1681. 



Chapter 6 – A Comparative Legal Analysis of the Regulation of Advertising of Medicinal Products 

 273 

appreciate the risks. Moreover, the creative way in which television advertisements are 

presented blinds consumers to the risks associated with the prescription drugs. 

(c) Information Is Not Useful Unless It Is Understood 

DTCA of prescription drugs does not present significant safety information that prevents 

consumers from using the drugs; instead, it convinces consumers of the therapeutic 

benefits before the risks are fully known. Although it increases awareness of drug 

therapies, the awareness is not beneficial unless the patient is ‗medically savvy‘ enough to 

recognize the benefits of using the drugs. With prescription drugs which are highly 

technical in nature, an ordinary patient would generally fail to understand the complexities 

involved in their use. Therefore, physicians may be required to explain the complexities 

involved in using these advertised drugs. In this regard, physicians are relied upon to 

overcome the information asymmetry between patients and manufacturer of products 

which, as explained at [2.5] and [2.6], is the main justification for regulating the advertising 

of medicinal products.  

(d) DTCA Causes Patient to insist on Prescribing 

Patients who have been exposed to DTCA of prescription drugs may request their 

physician to explain or clarify medical conditions which they suspect they have, and 

recommend the suitability of using the advertised drugs. However, this is not always the 

case. It is argued that DTCA of prescription drugs encourages patients to pressure their 

physicians into prescribing the advertised products. Studies have shown that physicians 

have felt pressured to prescribe as requested despite their personal reservations. For 

example, Parnes et al, found that 12.1% of physicians felt significantly pressured to 

prescribe advertised drugs and 22.4% were somewhat pressured.74 The prescription rate 

of the advertised drug was more that 50% (namely, 53%), even though this represented a 

decrease from 80% observed in an earlier study.75 Kravitz et al, discovered that physicians 

                                                        
74 Bennet Parnes, et al., 'Lack of Impact of Direct-to-Consumer Advertising on the Physician-Patient 
Encounter in Primary Care: A SNOCAP Report' (2009) 7(1) Annals of Family Medicine 41, 44- 45. 
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regarding the advertised drugs led to their prescription. It was found that prescription of the advertised drugs 
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with low socio-economic status. However, in spite of this, the study found that the prescription rate of the 
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had prescribed the advertised drugs in 54% of visits made by patients for the 

antidepressant, ‗Paxil‘.76 The study conducted by Mintzes et al, in 2003 also found that, 

physicians have been noted to have acceded to the demands made by patients in more 

than 50% of cases.77 

(e) DTCA of Prescription Drug Does Not Necessarily Distort Patient-Physician 

Relationship 

The extent to which the pressure to prescribe affects the patient-physician relationship is 

unknown.78 It is, however, possible that in the United States the current structure of 

healthcare, rather than DTCA, contributes to an erosion of this relationship. This structure, 

which focuses on maximising the number of visits made by patients in a day and rushes 

patients through clinical examinations, gives little time for discussions about advertised 

drugs.79 Patients are therefore not given an adequate opportunity to clarify queries that 

they may have about the advertised drugs, and this lack of adequate communication 

ordinarily leaves patients confused.80 Being unable to discuss advertised drugs or, more 

generally, have adequate discussions about treatment, is perhaps the main factor that 

distorts the patient-physician relationship. This suggests that DTCA of prescription drugs 

must be analysed in the context of the entire health care system in each relevant 

jurisdiction. 

 

                                                                                                                                                        
advertised drug was still more that 50%, even though it was less than the 80% observed in an earlier study. 
The drop in the rate of prescription is rationalized by the researchers to be due to a number of reasons, such 
as: (1) the clinic might have recognized it as being a financial burden on a low income group; (2) patients are 
less trusting of the pharmaceutical industry; or (3) a change in industry strategy which is not focused on 
specific medication: 44-45. 
 
76 Kravitz, et al., above n 31, 1998. 
 
77 Mintzes, et al., above n 31, 411.  
 
78 Joel Lexchin and Barbara Mintzes, 'Direct-to-Consumer Advertising of Prescription Drugs: The Evidence 
Says No' (2002) 21(2) Journal of Public Policy & Marketing 194, 198. 
 
79 See generally Avorn and Shrank, above n 58, 563. 
 
80 Ibid.  
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(f) ‘Prescription-Only’ is Not a Sufficient Safeguard 

It has been argued that prescription drugs are made available on prescription-only basis 

particularly because of the potential harms associated with their use. It is also because 

patients lack sufficient specialized information to enable them to make decisions about 

whether or not to use the product concerned, or to determine an appropriate treatment. 

Hence, the requirement that it is available on prescription-only basis is to protect patients 

from their own vulnerability or ignorance.  

 

However, restricting drugs by making them prescription-only is not an absolute safeguard. 

It has been observed above that DTCA of prescription drugs can persuade consumers to 

believe that the advertised drugs are superior to any other form of treatment. Consumers, 

who believe these claims to be true, may ask a physician for the advertised drugs. The 

physician may agree to prescribe the drug, or if they do not do so, the patient may 

approach another physician. Therefore, while prescription drugs are only available on 

prescription, this does not necessarily limit their distribution if consumers can find a way of 

somehow persuading a physician to prescribe the drug.  

 

In conclusion, the preceding paragraphs have analysed the advantages and disadvantages 

of DTCA of prescription drugs. It has been noted that the disadvantages outweigh the 

benefits which can be derived from DTCA. This suggests that DTCA of prescription drugs 

should not be permitted.  As explained at [2.9.2], however, in assessing whether DTCA of 

prescription drugs should be prohibited, the costs of prohibiting advertising must be taken 

into account. The following section of the chapter conducts a cost-benefit analysis of the 

regulation of DTCA of prescription drugs. 

6.2.4.4. Economic Analysis of DTCA of Prescription Drugs 

Given that there is some form of regulation of all advertising, some form of control is 

considered desirable irrespective of whether DTCA of prescription drugs is permitted or 

otherwise. If DTCA of prescription drugs is prohibited, then the controls adopted must 

ensure that DTCA of prescription drugs does not take place. On the other hand, if DTCA of 

prescription drugs is permitted, then the controls employed must ensure that the rules 

pertaining to its dissemination are complied with. An assessment of the appropriate form of 
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regulatory control cannot be made without an assessment of the costs and benefits of 

alternative forms of regulation. This section of the chapter therefore considers whether it is 

cost-effective for Malaysia to permit DTCA of prescription drugs or to continue the ban on 

DTCA of prescription drugs.  

(a) Cost-Benefit and Cost-Effectiveness Analyses  

As explained at [2.9.1], two kinds of economic analysis, namely, cost-benefit and cost-

effectiveness analyses, may be applied to the assessment of regulation, including the 

regulation of deceptive advertising. As explained at [2.9.2,] cost-benefit analysis, as 

applied to the regulation of advertising, involves an analysis of the costs of regulation as 

opposed to the benefits. As further explained at [2.9.1], cost-effectiveness analysis, which 

may be more appropriate in the analysis of public health issues, does not assign a 

monetary value to measure health effects.  

 

To begin with, it should be noted that this part of the chapter does not attempt a rigorous 

analysis of all of the relevant costs and benefits of DTCA of prescription drugs; however, it 

provides the basis for recommendations about the regulation of DTCA of prescription drugs 

by giving a broad description of the costs and benefits involved. In this analysis, as 

explained by the discussion of the Galbally Review at [2.9.3], applying the precautionary 

principle it is important to give appropriate weight in the analysis of issues relating to public 

health to the potential risks to health and life.  

  

The first stage of the analysis is to examine the costs and benefits of prohibiting DTCA of 

prescription drugs. As noted at [2.9.3], in applying a cost-benefit analysis, the Galbally 

Review identified the costs of prohibiting advertising of prescription drugs as including the 

potential loss of information about the availability of drugs or treatments, the potential 

decrease in competition between companies that supply drugs, and the associated loss of 

potential health benefits. The benefits of prohibiting DTCA of prescription drugs, on the 

other hand, centre on the likelihood of less confusion amongst patients. There would, 

consequently, be fewer incidents of patients insisting on the prescription of advertised 

products which will not treat their medical conditions, and there may be fewer cases of 

patients suffering harm from unknown risks. Furthermore, as consumers would be less 

misinformed, there would be fewer incidents of drug dependency on prescription drugs. 
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Moreover, banning DTCA of prescription drugs would lead to less exploitation of vulnerable 

consumers and fewer tensions between patients and physicians. As the Galbally Review 

pointed out, as the bulk of DTCA will be for new and expensive drugs, this is likely to distort 

consumer demand.81 In addition to imposing unnecessary costs on consumers, in a health 

system such as Australia‘s, where government subsidises medicine, this would also add to 

the costs for government, resulting in a misallocation of resources.  

 

However, the issue is not entirely as easy to resolve as it appears to be from the above 

analysis. The choice between prohibiting and permitting DTCA of prescription drugs has 

become complicated with the advent of the Internet. The existence of the Internet raises 

the question of whether prohibiting DTCA of prescription drugs entirely is practical. The 

Internet makes available information regarding health, and the information may well come 

from international sources. Unless there is some feasible way of controlling offshore 

Internet sites, a complete ban on DTCA of prescription drugs is clearly impossible.82 

Consumers will continue to obtain information about prescription drugs from international 

sources. In Australia, for example, in an effort to partially regulate information that was 

disseminated through the Internet, Australia entered into a Free Trade Agreement with the 

United States in 2004. This agreement sets out, at annexure 2 clause 5, that: 

 

‗Each party shall permit a pharmaceutical manufacturer to disseminate to health 

professionals and consumers via the manufacturer‘s Internet sites…truthful and 

not misleading information regarding pharmaceutical products that are approved 

for sale in the party‘s territory as is permitted under each Party‘s laws, regulation 

and procedures….‘ 83  

 

                                                        
81 Galbally Review above n 18, 55 
 
82 Some control may be established through International conventions, namely by way of reciprocal 
agreements between countries with similar views. See DTCA and QUM 2004 above n 4, 14; Also see DTCA 
New Zealand Discussion Paper 2000 above n 17, 23. 
 
83 See Department of Foreign Affairs and Trade, Australia United States, ‗Free Trade Agreement, National 
Treatment and Market Access for Goods‘ 2004. There were arguments as whether this was permitting DTCA 
of prescription drugs, however, the phrase ‗as permitted under each Party‘s law, regulation and procedure‘ 
was read to mean to refer to the current Australia law which prohibits DTCA. See DTCA and QUM 2004 
above n 4, 14. 
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Even though such an arrangement is in place, however, dissemination of false claims from  

offshore Internet sites may not be effectively regulated unless there is an adequate system 

of monitoring claims that are disseminated via the Internet, and this is not likely to be 

feasible. It seems that the only practical way to address this emerging problem is for 

increased cooperation between national regulatory authorities.  

(b) When DTCA of Prescription Drugs may be Permitted 

As explained in [2.7] of Chapter 2, a full assessment of regulation depends upon an 

analysis of alternative ways of regulating. This section of the chapter therefore analyses 

the possibility of permitting DTCA of prescription drugs within a tight regulatory framework. 

 

It is possible that DTCA of prescription drugs may be permitted if there is adequate 

regulation in place to ensure that the advertising is carried out legitimately. In this regard, it 

was seen in [5.4.1], that the rules in the United States are both comprehensive and 

detailed. In [5.4.2.3], it was learned that the enforcement, however, is not. The absence of 

an adequate number of staff to assess the increasing number of advertisements and the 

delay in the issuance of letters of warning due to a procedural requirement that letters are 

reviewed by the Office of Chief Counsel, are amongst the reasons for inadequate 

enforcement. Consumers are therefore harmed by DTCA of prescription drugs before any 

regulatory action to stop the dissemination may be carried out. Hence, the desired 

outcomes are not achieved in the United States because the regulatory controls over 

DTCA of prescription drugs in that jurisdiction are unsatisfactory.  

 

If regulation is to be cost-effective, then obviously the costs of ensuring that advertisers 

conform to the regulations must not be higher than the benefits that DTCA of prescription 

drugs may bring about. In addition, the negative consequences of DTCA of prescription 

drugs must be able to be prevented effectively through regulation.  

 

There would be a need to establish regulations that govern the dissemination of 

information. Legislation would have to ensure that consumers are provided with an equal 

balance of information concerning both risks and benefit. It would also be necessary to 

implement strong penalties for non-compliance with or violation of rules by advertisers as 

well as by advertising agencies and media outlets that publish non-compliant 
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advertisements. The costs of setting up an effective system of regulatory controls for DTCA 

of prescription drugs are likely to be significant. To be effective, a system of regulatory 

control which includes: (1) pre-approval of advertisements; (2) investigation and monitoring 

of violations of advertising laws; (3) complaint-handling; and (4) enforcement of violation of 

laws, would have to be established and sustained.  

 

Effective regulation of DTCA of prescription drugs would involve controlling not only the 

manufacturers, but also the advertising agencies and all media outlets. The cost of 

controlling various media can be not only high, but difficult. The use of medicines in certain 

jurisdictions is ordinarily influenced by cultural beliefs and practice, and in jurisdictions 

where there are multiple races, the promotion of products through ethnic media may 

exist.84 Ethnic media are ordinarily privately owned and operate on the basis of a low-profit 

margin, and DTCA of prescription drugs may provide financial support to this type of 

media.85 It is possible that the media will publish the advertisements without verifying the 

claims made, and this could result in promotion of unsafe products to a section of the 

population.  

(c) The Mode of Regulation to be adopted if DTCA of Prescription Drugs is Permitted 

If a decision is made to permit DTCA of prescription drugs, a further issue that has to be 

determined is the mode of regulation to be adopted. Would government regulation as 

opposed to self-regulation be appropriate for the regulation of DTCA of prescription drugs? 

As noted at [2.7.1] the government driven ‗command and control‘ mode of regulation is 

claimed to be inherently narrow, inflexible and have the qualities of either over-deterrence 

or under-deterrence. Self-regulation, on the other hand, is flexible, fast acting and is better 

equipped in terms of skill, expertise, financial and human resources than the command and 

control‘ model, but lacks effective sanctions and accountability, which are pertinent 

characteristics for effective regulation of DTCA of prescription drugs.  

 

However, self-regulation can effectively work if there is sufficient fear of government 

intervention. For example, in New Zealand it is claimed that self-regulation of DTCA of 

                                                        
84 DTCA and QUM 2004 above n 4, 15. 
 
85 Ibid.  
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prescription drugs is functioning adequately, largely as a result of the tacit agreement of all 

parties that industry should not be burdened by more stringent rules.86 The New Zealand 

example illustrates the important point that, in making recommendations for Malaysia, it is 

absolutely vital to take into account the full social, political and legal context of a particular 

jurisdiction. Important considerations in assessing any regulatory regime are the 

commitment of stakeholders to the regulatory regime and the resources allocated to 

regulation. The following section of this chapter explains the relevance of factors to the 

recommendation to be made for Malaysia. 

6.2.4.5 Why a Continued Ban on DTCA of Prescription Drugs in Malaysia?  

As seen in [1.5], in Malaysia, numerous statements in the press have expressed concerns 

over the uncontrolled dissemination of deceptive advertising. These statements have 

highlighted the problems caused by advertisements of prescription drugs, despite the ban 

on these types of advertisements in Malaysia. In essence, the statements show that, in 

practice, the ban on DTCA of prescription drugs has not stopped promotional information 

about prescription drugs from reaching consumers. Furthermore, they show that 

consumers have relied upon false information and subsequently suffered injuries as a 

result. The regulators in Malaysia have been severely criticised for funding only limited 

scrutiny of this types of advertisements that have reached consumers by defaults.  

 

If DTCA of prescription drugs is to be permitted in Malaysia, obviously adequate controls, 

including adequate levels of monitoring and enforcement, would have to be established. 

For this, two fundamental questions have to be asked: (1) To what extent could the 

problems posed by DTCA of prescription drugs be managed cost-effectively under the 

existing Malaysian system of regulation?  (2) Should the existing Malaysian system of 

regulation prove to be ineffective, is there a need to consider establishing a new form of 

regulation for DTCA of prescription drugs?  

 

Malaysia is still relatively inexperienced into the regulation of advertising, with limited 

resources available for regulation and, accordingly, does not appear to be sufficiently 

equipped to deal with the potential problems posed by DTCA of prescription drugs. It would 

                                                        
86 See generally New Zealand Discussion Paper 2000 above n 17, 21-.27. 
 



Chapter 6 – A Comparative Legal Analysis of the Regulation of Advertising of Medicinal Products 

 281 

have to establish a comprehensive set of rules to ensure that the advertisements of 

prescription drugs provide balanced information to consumers in a manner that is easily 

understood.. There must also be in place an adequate system of regulatory controls, which 

includes: (1) pre-approval of advertisements; (2) investigation and monitoring of violations 

of advertising laws, (3) complaint-handling and (4) enforcement of laws. In establishing a 

regulatory system, Malaysia would need to ensure that the system performed better than 

the United States regime, where there is both more experience in regulating advertising 

and more resources available for regulation. 

 

Furthermore, the existing Malaysian system of regulation of advertisements for medicinal 

products may not be relied upon, for it is inadequate to deter deceptive advertising. As 

noted in [3.3], the Medicines (Advertisement and Sale) Act 1956 (Malaysia) has a number 

of deficiencies which prevent adequate regulation, and these have yet to be addressed. As 

explained at [3.3.1.1], the sanctions imposed for violations of laws are inconsequential and 

therefore are insufficient to ensure compliance. Cases that were pursued through the 

courts were settled with a payment of a fine.87 The low fines imposed have simply been 

treated as the costs of doing business by the advertisers. Further, the types of sanctions 

available in Malaysia are limited to fines and imprisonment, as opposed to more extensive 

options available in other jurisdictions, such as corrective advertising or ‗cease and desist‘ 

orders. In addition, the defense clause in Medicines (Advertisement and Sale) Act 1956 

(Malaysia) is broad; it provides that in order for a charge to succeed, the MAB would have 

to show that the advertisement was published to the public.88 Publication of claims in 

brochures and pamphlets which were not intended for public viewing is excluded from 

regulation. These brochures and pamphlets are, at times, accessible to consumers and are 

a source of information about prescription drugs. Moreover, the MAB is not able to bring an 

action to court unless the complainant is present and the prosecution is sanctioned or 

endorsed by a public prosecutor. These limitations, in essence, deter the timely and 

effective regulation of advertising of medicinal products in Malaysia.  

 

Given these considerations it is clear that the existing regulation of deceptive advertising of 

medicinal products is inadequate for the regulation of DTCA of prescription drugs. 

                                                        
87 See [3.3.1.1] of Chapter 3 
 
88 Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 3 (2). 
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Moreover, if DTCA of prescription drugs were permitted, the MAB, which already lacks 

adequate finance and human resources to monitor violations of deceptive advertisements 

would be burdened with additional costs. Alternatively, DTCA of prescription drugs could 

be entrusted to self-regulation, as is the case in New Zealand. However, as explained at 

[2.7.2.1], pure self-regulation lacks transparency and accountability and therefore its 

desirability must be questioned. Determining whether self-regulation of DTCA of 

prescription drugs would work in Malaysia, as it evidently does in New Zealand, would 

require further independent and in depth research.  But the differences between the 

Malaysian and New Zealand legal and regulatory environments are sufficiently significant 

to suggest that the New Zealand example is unhelpful.   

 

In sum, then, the arguments against permitting DTCA of prescription drugs in Malaysia far 

outweigh those in favour. First, as explained above, applying the analysis adopted by the 

Australian Galbally Review, which gives considerable weight to the precautionary principle, 

the costs of permitting DTCA of prescription drugs would seem to outweigh the 

advantages. Secondly, as explained above, in order to minimise the harms, permitting 

DTCA of prescription drugs would entail high regulatory costs. While it is conceivable that a 

sophisticated regulatory regime might address some of the social costs of DTCA of 

prescription drugs, Malaysia clearly lacks the human and financial resources that are 

available in a jurisdiction such as the United States. Moreover, Malaysia does not have the 

social, political or legal supports which seem to contribute to the effectiveness of self-

regulation in New Zealand.  

 

In addition to the above considerations, the international consensus in this area is clearly 

opposed to allowing DTCA of prescription drugs. As discussed at [4.4], Australia has 

concluded that DTCA of prescription drugs is more harmful than helpful while, as noted at 

[5.4.2.3], the United States is considering a moratorium on DTCA of prescription drugs. 

Furthermore, as noted at [6.2.4], Canada and some European countries that have 

conducted reviews of DTCA of prescription drugs have favoured retaining the prohibition.89 

This thesis therefore strongly recommends that Malaysia should not permit DTCA of 

prescription drugs.  

                                                        
89 DTCA and QUM 2004 above n 4, 2-5. 
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6.3 THE REGULATION OF THE ADVERTISING OF PRODUCTS 

CLASSIFIED AS MEDICINAL PRODUCTS  

This section of the chapter examines the advertising regulation of ‗products classified as 

medicinal products‘ by way of a comparative analysis of regulation in the three jurisdictions 

dealt with in this thesis, Malaysia, Australia and the United States. This analysis is 

supplemented by an economic analysis. As will be seen in this section, there is a 

considerable disparity in the manner in which the advertising of medicinal products is 

regulated in the three jurisdictions. An important consequence of this disparity is that there 

is an inequality between the three jurisdictions in the level of protection accorded to 

consumers.  

 

This section compares and examines three important aspects of regulation. First, section 

[6.3.1] highlights the disparities in the classification of medicinal products in the three 

jurisdictions. Here, the types of products that qualify as medicinal products and the 

regulatory implications of this classification in the three jurisdictions are discussed. In 

essence, this section examines the relative merits of the different approaches to exempting 

products from regulation in the three jurisdictions. Secondly, section [6.3.2] compares and 

analyses the rules governing the advertising of medicinal products in the three jurisdictions. 

The focus of this section is on examining the comprehensiveness of the rules, which 

include both formal and informal rules. Thirdly, section [6.3.3] compares and analyses the 

regulatory controls that are imposed on permissible advertising. The extent to which 

controls, such as pre-approval of advertisements, and monitoring of violation of laws and 

enforcement, are effective in preventing deceptive advertising in the three jurisdictions is 

examined. Finally, section [6.3.4] assesses the three identified issues for the purposes of 

determining the appropriate form of regulation to govern the advertising of medicinal 

products.  

6.3.1 Classification of Products as Medicinal Products 

As explained in [1.5], medicinal products are a group of products with medicinal value, or 

products which are intended to be used for medicinal, remedial or therapeutic purposes, 

such as diagnosing, curing, mitigating, treating or preventing diseases. They are referred to 
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as ‗drugs‘ in the United States and Malaysia,90 and as ‗therapeutic goods‘ in Australia.91 

Both the terms ‗drugs‘ and ‗therapeutic goods‘ are broadly defined in legislation in the three 

jurisdictions, thereby allowing for a wide spectrum of products to fall within the respective 

classifications.  

 

Key phrases in the definitions of these terms mean that products which are capable of, or 

intended for, a ‗medicinal or therapeutic purpose‘ may be recognized as medicinal 

products. Thus, products such as food, dietary supplements and cosmetics may be 

regulated as medicinal products when their advertisements include therapeutic claims, 

unless they are exempted. The exemptions of such products from classification as 

medicinal products are not, however, uniform in the three jurisdictions. This results in 

disparities between the products that are classified as medicinal products in the different 

jurisdictions and, importantly, in the protection guaranteed to consumers. 

 

The classification of an item as a medicinal product ordinarily means that the product is 

subject to a form of regulatory control, such as an approval process before being sold to 

the public, in addition to regulatory controls on the advertising of such products. The pre-

advertising regulatory controls are essentially designed to ensure that only those products 

which are proven to be safe and effective are sold in the market. As explained at [2.6.1], 

advertising regulation of medicinal products is essentially designed to ensure that 

consumers are given accurate information about such products and not subjected to 

deceptive advertising practices. As further explained at [6.3.1.5] below, pre-advertising 

regulatory controls and advertising regulation are designed to complement each other in 

protecting consumers. 

 

The most significant threshold decision to be taken in regulating medicinal products is 

whether or not a product falls within the scope of regulation. In particular, while products 

such as non-prescription drugs (NPD) and food, dietary supplements and cosmetics 

(HRPs) may well be classified as medicinal products, they may also be exempted from 

such classification in certain circumstances, thereby escaping regulatory control altogether.  

 

                                                        
90 See [5.2.1] of Chapter 5 and [3.2.1] of Chapter 3. 
 
91 See [4.2.1] of Chapter 4. 
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This section of the chapter examines the different classifications of products as medicinal 

products, and the relevant exemptions from such classification in each of the three 

jurisdictions. The following sections therefore explain the classification of non-prescription 

drugs, food, dietary supplements and cosmetic products as medicinal products. Section 

[6.3.1.5] then analyses the implications of the different systems of classifying medicinal 

products and makes recommendations about the system of classification to be adopted in 

Malaysia. 

6.3.1.1 Classification of Non-Prescription Drugs (NPD) as Medicinal Products  

NPD are invariably classified as medicinal products in each of the three jurisdictions as a 

consequence of their medicinal composition or ingredients. There are, however, important 

differences in the types of drugs which fall within the classification of NPD.  

 

As discussed at [3.2.1], [4.2.1.1] and [5.2.2.1], NPD are drugs that are obtained without a 

physician‘s prescription. In effect, they are drugs that treat symptoms and medical 

conditions which consumers are perceived to be perfectly competent to self-diagnose, and 

therefore, are able to choose for themselves. Some NPD, however, require intervention by 

a pharmacist. These types of drugs are known as ‗pharmacy-only-medicines‘ (‗POM‘), and 

a pharmacist is required to assess their use and consumption. It has been explained at 

[6.2.1], that the category of POM does not exist in the United States; POMs fall within the 

classification of NPD in Australia and Malaysia. In Australia, NPD include POM (under 

schedule 3), pharmacy medicine (under schedule 2) and unscheduled medications.92 In 

Malaysia, on the other hand, NPD are referred to compendiously as non-scheduled drugs, 

which include POM.93 Attempts to recognize POM in the United States have been 

unsuccessful, with authorities relying on studies which have concluded that there would be 

no substantial benefit in the creation of this category.94  

 

                                                        
92 See [4.2.1.1] of Chapter 4. 
 
93 See [3.2.1.1] of Chapter 3. 

 
94 See [5.2.1.1] of Chapter 5. 
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6.3.1.2 Food Classified as Medicinal Products 

Food, being a substance which is ordinarily consumed as a source of energy and 

nutritional support for the body, is generally not viewed as a medicinal product.95 However, 

advertisements for food which bear therapeutic claims may result in the food being 

classified as a medicinal product. In each of the three jurisdictions, the general rule is that 

food is classified as a medicinal product provided that therapeutic claims are made in the 

advertisements.96 The general rule is, however, subject to exemptions, and the exemptions 

in the three jurisdictions vary considerably.  

 

As elaborated at [5.2.1.2], in the United States, twelve types of health-related claims are 

authorized and permitted in advertisements for food, provided they comply with FDA 

prescribed standards, or are qualified claims, or are based on the authoritative statement. 

In Australia, as explained at [4.2.1.2], only one type of therapeutic claim is currently 

permitted, namely, ‗maternal folate consumption with reduced risk of foetal neural tube 

defects in women around the time of conception‘. The Food Standards Australia New 

Zealand (FSANZ) has, however, recommended that an additional seven types of 

therapeutic claims should be permitted. In particular, the FSANZ proposes to permit claims 

which are similar to those allowed in the United States, but with fewer exceptions.97 In 

contrast, as noted in [3.2.1.2], Malaysia is yet to recognize any permissible therapeutic 

claims in food advertisements.  

 

In addition to permitted claims, certain special categories of food products are exempt from 

being classified as medicinal products in each of the jurisdictions. In the United States, 

categories of food products, known as ‗food for special dietary use‘ and ‗medical food‘ are 

                                                        
 
95 However, in the practice of Ayurvedic medicine, food is generally varied and consumed for the purpose of 
healing and curing illness. See generally Burton Goldberg, Larry Trivieri and John W. Anderson, Alternative 
Medicine: The Definitive Guide (Celestial Arts, 2002).   
 
96 See [3.2.1.2] of Chapter 3; [4.2.1.2] of Chapter 4 and [5.2.1.2] of Chapter 5. 
 
97 Claims that the FSANZ intends to disallow but which are permitted in the United States are, for example, 
as follows, that: (1) dietary lipid assists in the treatment of cancer; (2) fruits and vegetables assist in the 
treatment of cancer; (3) dietary non-cariogenic carbohydrate sweetener is not a cause of dental caries; (4) 
soy protein assists in the treatment of risk of coronary heart disease and (5) plant sterol/stanol esters assists 
in mitigating the risk of heart disease‘. It is proposed that these claims are excluded from the exemptions. 
See [5.2.1.2] of Chapter 5. 
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permitted to carry claims which are unique to their uses.98 Accordingly, use of such claims, 

which may include claims regarding the prevention or treatment of a particular medical 

condition, does not result in food being classified as a medicinal product. In both Australia 

and Malaysia, on the other hand, a food category known as a ‗special purpose food‘, which 

is similar to ‗food for special dietary use‘ in the United States, is allowed to carry specific 

claims in advertisements.99 The category of product known as ‗medical food‘ in the United 

States, however, is not recognized in either Australia or Malaysia.  

 

Finally, food products that are generally known as ‗functional food‘ may also be promoted 

in the three jurisdictions. Functional foods are foods that have been modified with an active 

ingredient to enhance their bioactivity. Examples of functional foods include drinks with 

ginseng, omega-3 in eggs or juices with calcium. As seen at [5.2.1.2], in the United States, 

the FDA regards functional food as falling under the category of food and, consequently, as 

being subject to food regulations. Advertisements for functional foods may therefore carry 

claims of health benefits, provided these are permitted under the food regulations. 

 

In Malaysia, however, as noted at [3.2.1.2], foods that fall in the interface between food 

and drugs, which are, in essence, functional foods, are regulated as drugs if the 

composition of pharmacological properties is 80% or more. This determination is made by 

a committee expressly established for this purpose, namely, the Committee for 

Classification of Food and Drug Interface Products.  

 

In Australia, as noted at [4.2.1.2], functional foods are ordinarily regulated as therapeutic 

goods by virtue of section 7 of the Therapeutic Goods Act 1989 (Cth), which enables the 

Secretary to the Department of Health and Ageing to declare goods or classes of goods, 

including food products, to be therapeutic goods. Functional food does not exist as a 

separate category in the existing regulatory system in Australia. It is possible that the 

reason for this may be that functional food falls under other categories. Functional food, in 

a way, overlaps with ‗special purpose food‘ and complementary medicines. However, the 

status of functional food is under review. Both the Therapeutic Goods Administration (TGA) 

                                                        
 
98 See [5.2.1.2] of Chapter 5. 
 
99 See [4.2.1.2] of Chapter 4 and [3.2.1.2] of Chapter 3.  
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and the FSANZ are, at present, resolving issues relating to the food and medicine 

interface.100 As part of this review, proposals have been made to declare products in the 

form of capsules, tablets, and pills as therapeutic goods.101 It is presumed that the status of 

functional foods will be further clarified as a result of the current review process.   

6.3.1.3 Dietary Supplements Classified as Therapeutic Goods 

In each of the three jurisdictions, dietary supplements are generally accepted as food 

products which enrich or complement a diet. These products are, however, known by 

different terms in the three jurisdictions and are not uniformly regulated. They are known as 

‗dietary supplements‘ in the United States,102 as ‗complementary medicines‘ in Australia,103 

and as ‗nutrient supplements‘ in Malaysia.104 In the United States and Malaysia, this 

category of product is classified and regulated as a sub-category of food,105 whereas in 

Australia, these products are regulated as therapeutic goods.106  

  

Dietary supplements are not uniformly exempt from classification as drugs or therapeutic 

goods in the three jurisdictions. In the United States, advertisements for dietary 

supplements are permitted to carry therapeutic claims if they are claims duly authorized by 

the FDA or they are permissible nutritional support claims.107  

 

In Australia, on the other hand, dietary supplements are regulated as therapeutic goods 

and no exemptions have been established excluding them from classification as 

therapeutic goods.108 Likewise, in Malaysia, dietary supplements are regulated in precisely 

                                                        
100 See [4.2.1.2] of Chapter 4.  
 
101 [4.2.1.2] of Chapter 4.  
 
102 See [5.2.1.3] of Chapter 5. 
 
103 See [4.2.1.3] of Chapter 4. 
 
104 See [3.2.1.3] of Chapter 3. 
 
105 See [5.2.1.2] of Chapter 5 and [3.2.1.3] of Chapter 3. 
 
106 See [4.2.1.3] of Chapter 4 
 
107 See [5.2.1.3] of Chapter 5. 
 
108 See [4.2.1.3] of Chapter 4. 



Chapter 6 – A Comparative Legal Analysis of the Regulation of Advertising of Medicinal Products 

 289 

the same way as other foods, and no permissible therapeutic claims have been recognized 

to exclude them from classification as a drug.109  

6.3.1.4 Cosmetic Products Classified as Medicinal Products 

Australia and Malaysia share an identical definition of the term ‗cosmetics‘ in their 

respective legislation. The United States, however, has a slightly different definition. 

Cosmetics in the United States include items which are not only externally applied, but are 

also internally consumed.110 Cosmetics are defined under section 201(i) of the Federal 

Food Drug and Cosmetic Act 1938 (United States) as ‗(1) articles intended to be rubbed, 

poured, sprinkled or sprayed on, introduced into, or otherwise applied to the human body 

or any part thereof for cleansing, beautifying, promoting attractiveness or altering the 

appearance and (2) articles intended for use as a component of any such articles; except 

that such term shall not include soap‘.111 In Australia and Malaysia, on the other hand, 

cosmetics include only those items which are used externally.112 In Australia, cosmetics 

are defined as ‗substance[s] or preparation[s] intended for placement in contact with any 

external part of the human body…‘ under the section 3 of the Trade Practices (Consumer 

Product Information Standards) (Cosmetics) Regulations 1991 (Cth). Similarly, in Malaysia, 

a cosmetic is defined as ‗any substance or preparation intended to be used, or capable or 

purported or claimed to be capable of being used, on the various external parts of the 

human body…‘ under section 2 of the Control of Drugs and Cosmetics Regulations 1984 

(Malaysia).  

 

The categories of products which are classified as cosmetics are itemised in the United 

States and Australia, but not in Malaysia. As seen at [5.2.1.4] the United States 

categorises thirteen types of products as cosmetics. Australia, on the other hand, itemises 

                                                        
 
109 See [3.2.1.3] of Chapter 3. 
 
110 See [5.2.1.4] of Chapter 5. 
 
111 21 USC § 321(i) (2008).  
 
112 See [4.2.1.4] of chapter 4 and [3.2.1.4] of chapter 3 
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eight categories of products (with allowable claims) which will be excluded from the 

classification of cosmetics, as explained at [4.2.1.4].113 

 

Cosmetic products are uniformly acknowledged to possess dual functions, and are 

classified as medicinal products if their advertisements carry therapeutic claims. In the 

United States and Malaysia there are no exceptions which exempt cosmetics from being 

classified as drugs if therapeutic claims are made.114 In Australia, however, certain types of 

cosmetic products are excluded from the classification of therapeutic goods, as noted at 

[4.2.1.4]. Pursuant to the Therapeutic Goods (Excluded) Order No 1 of 2008, certain types 

of therapeutic claims also exempt products from being classified as therapeutic goods.115  

6.3.1.5 Analysis of the Implication of Classification As Medicinal Products  

This section of the chapter explains and analyses the regulatory implications of the 

different systems of classification explained in the preceding sections, so as to enable 

recommendations about the system of classification to be adopted by Malaysia, at [6.3.1.6] 

below. 

 

As explained at [3.2.2], [4.2.1.5], and [5.2.1.5], medicinal products are subject to regulatory 

controls so as to ensure a continuous availability of safe and effective products. The ‗drug 

safety controls‘, for example, include drug approval processes, post marketing 

surveillance, and reporting of adverse reactions. The advertising regulation of medicinal 

products, on the other hand, is designed to complement the drug safety controls, which are 

pre-advertising controls, essentially by ensuring that accurate information about the quality, 

safety and efficacy of medicinal products are disseminated to consumers.  

 

                                                        
113 The types of products include: (1) ‗tinted bases of foundation (liquids, pastes or powder) with sunscreen‘; 
(2) ‗products intended for application to the lips with sunscreen‘; (3) ‗moisturizing products with sunscreen for 
dermal application including anti-wrinkle, anti-ageing and skin whitening‘; (4) sunbathing products (for 
example, oils, creams or gels, including products for tanning without sun and after sun care products) with a 
sun protection factor of at least 4 and not more than 15; (5) antibacterial skin products; (6) anti-acne skin care 
products (including spot treatments, cleansers, face scrubs and masks; (7) oral hygiene products for care of 
the teeth and the mouth (for example dentifrices, mouth washes and breath fresheners and (8) anti-dandruff 
hair care products. see Therapeutic Goods (Excluded Goods) Order No. 1 of 2008. 
 
114 See [5.2.1.4] of chapter 5 and [3.2.1.4] of chapter 3.  
 
115 See [4.2.1.4] of chapter 4. 
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As further explained at [3.2.2], [4.2.1.5], and [5.2.1.5], that the primary implication of 

classification of products as medicinal products in the three jurisdictions is that they are 

subject to drug safety controls before they may be marketed. In other words, the products 

must be demonstrated to be safe and effective through scientific testing. However, not all 

medicinal products are tested and proven to be safe and effective; the types of medicinal 

products which are tested for safety and efficacy vary in the three jurisdictions. Table 6-1 

below illustrates when products such as food, dietary supplements and cosmetics are 

exempt from classification as medicinal products and, accordingly, from the requirement for 

scientific testing in the three jurisdictions. As can be seen from the table, compared with 

Australia and Malaysia, the United States allows more exemptions. Malaysia, on the other 

hand, does not permit any exemption from drug classification if therapeutic claims are 

carried on advertisements. Although Australia currently exempts products in relation to 

which one type of claim is made from regulation, the FSANZ has proposed the introduction 

of seven additional claims.  
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Table 6.1: The types of permissible claims on advertisements (and labels) which will not result in the products 

being classified as medicinal products. 

 Malaysia Australia  USA 
Food 

 
 
 
 

 
 
 
Special Dietary Use 

 
Medical Food 
  
Functional Food 

 

*No Permissible Health 

claims  
*Nutrient Content Claims 
 
 

 
 
 
*Specific claims 

 
Does not exist  
 
No functional claims 

allowed 

*1 type of claim is currently 

permissible116 
*7 types of permissible 
claims proposed.117 
*Nutrients Content Claims 

 
* 
 
Specific claims 

 
Does not exist 
 
No functional claims 

allowed 

*12 types of permissible 

health claims118 
*Claims based on 
‗Authoritative 
statements‘.119 

* Qualified Claims120 
* Nutrient Content Claims. 
* 
Specific claims 

 
Specific claims  
 
Regulated as food 

Dietary Supplements No permissible claims 
 

No permissible claims  *12 types of health claims 
permissible for food. 
*Claims that affect the 

structure and function of 
body claims. 
*Qualified health claims. 
*Nutrient Claims 

Cosmetics No functional claims  
 

8 types of permissible 
claims121 

No functional claims 

                                                        
116 ‗Maternal folate consumption with reduced risk of foetal neural tube defects in women around the time of 
conception‘. See Australia New Zealand Food Standard Code Standard 1.1.A 2. 
 
117 An additional seven types of claims have been proposed relating to: (1) calcium and vitamin D as a cause 
of a reduced risk of osteoporosis in women aged 65 years and above; (2) calcium as a cause of enhanced 
bone mineral density; (3) saturated fatty acids associated with a reduction of blood cholesterol, total blood 
cholesterol, blood low-density lipoprotein (LDL) cholesterol, total serum cholesterol and serum cholesterol; 
(4) saturated and trans fatty acids associated with a reduction in blood cholesterol, total blood cholesterol, 
blood (LDL)-cholesterol, serum LDL-cholesterol, total serum cholesterol or serum cholesterol levels and (5) 
sodium as a cause for the maintenance of normal blood pressure or reduced blood pressure in adults; (6) 
increased intake of vegetables and fruits associated with a reduction in the risk of coronary heart disease; (7) 
high intake of fruit and vegetables with a reduced risk of coronary heart disease. See [4.2.1.2] of Chapter 4. 
 
118 (1) ‗calcium and osteoporosis; (2) ‗dietary lipid and cancer‘; (3) ‗sodium and hypertension‘; (4) ‗dietary 
saturated fat and cholesterol and heart disease‘; (5) ‗(fiber) containing grain products, fruits, vegetables, and 
cancer‘; (6) ‗fruits, vegetables, and grain products that contain fiber, particularly soluble fiber and risk of 
coronary heart diseases‘; (7) ‗fruits and vegetables and cancer‘ and (8) ‗folate and neural tube defects‘; (9) 
‗dietary non-cariogenic carbohydrate sweeteners and dental caries‘; (10) ‗soluble fiber from certain foods and 
risk of coronary heart disease (CHD)‘; (11) ‗soy protein and risk of coronary heart disease (CHD)‘ and (12) 
‗plant sterol/stanol esters and risk of coronary heart disease (CHD)‘. See 21 C.F.R. § 101.72 (2008) to 21 
C.F.R. § 101.83 (2008); [5.2.1.2] of Chapter 5. 
 
119 They are issued by the ‗scientific body of the U.S. Government or the National Academy of Sciences‘ 
under section 303 and 304 of the Food and Drug Administration Modernization Act of 1997 (United States), 
(the ‗FDAMA‘). See [5.2.1.2] of Chapter 5. 
 
120 These are health-related claims that ‗fall short‘ of establishing this requirement are currently permissible 
on labels if they have been argued to be in the best interest of the consumers. See Center For Food Safety 
and Applied Nutrition, Food and Drug Administration, Department of Health and Human Services, United 
States, Claims That Can be Made For Conventional Foods and Dietary Supplements, (2003), 2. Also see 
[5.2.1.2] of Chapter 5. 
 
121 The types of products include: (1) ‗tinted bases of foundation (liquids, pastes or powder) with sunscreen‘; 
(2) ‗products intended for application to the lips with sunscreen‘; (3) ‗moisturizing products with sunscreen for 
dermal application including anti-wrinkle, anti-ageing and skin whitening‘; (4) sunbathing products (for 
example, oils, creams or gels, including products for tanning without sun and after sun care products) with a 
sun protection factor of at least 4 and not more than 15; (5) antibacterial skin products; (6) anti-acne skin care 
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The significant differences in the exemptions from the classification of products as 

medicinal products in the three jurisdictions raise the question of whether there is a case 

for exempting further products from regulation in Malaysia. The paragraph below sets out 

the rationale for classification of products as medicinal products, with the aim of answering 

this question.  

(a) Why are Products classified as Medicinal Products?  

(i) Access to Safe and Effective Products 

The classification of products as medicinal products is designed to ensure that consumers 

have access to safe and effective health products. In all three jurisdictions, medicinal 

products are scientifically tested for safety and efficacy before they are marketed. 

Ordinarily a team of chemists, pharmacologists and scientists, either within a government 

department or independent from government, reviews a company's data and supporting 

evidence regarding safety and efficacy of regulated products. Medicinal products will be 

approved for sale only if they are safe and effective. Post-marketing surveillance is also 

employed in all three jurisdictions so as to ensure that consumers continue to have access 

to safe and effective products, even after they are approved for sale.  

 

The drug safety and efficacy assessment criteria, however, differ in the three jurisdictions. 

As seen at [4.2.1.5] and [5.2.1.5], both Australia and the United States employ a risk 

management approach to evaluate the safety and efficacy of medicinal products. This 

means that, while it is assured that medicinal products are safe and effective, the decision 

to release them onto the market is based on an assessment of whether the risk associated 

with the use of medicinal products outweighs the benefits derived from consuming the 

medicinal products. If it does, the medicinal products are refused registration; they may not 

be marketed to the public.  

 

                                                                                                                                                        
products (including spot treatments, cleansers, face scrubs and masks; (7) oral hygiene products for care of 
the teeth and the mouth (for example dentifrices, mouth washes and breath fresheners and (8) anti-dandruff 
hair care products. There are specific claim allowable in relation to these products. Limited functional claims 
are allowed. See Therapeutic Goods (Excluded Goods) Order No. 1 of 2008. 
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In Malaysia, on the other hand, as noted at [3.2.2], a selection criterion involving an 

analysis of disease pattern, cost effectiveness and therapeutic advantages is used. The 

manner in which this analysis is carried out is not stipulated. However, it appears that 

medicinal products which, after testing, are found to be safe and effective, are allowed 

registration, and thereafter distribution, if they prove to be clinically relevant, cost-effective 

and there are benefits in using the drugs. Importantly, there is no risk assessment in 

accordance with whether the benefits outweigh the risks associated with the use of 

medicinal products. 

(b) Why are Products Exempted from Classification as Drugs?  

(i). Approval Processes are tedious and long 

As noted at [3.2.2], [4.2.1.5] and [5.2.1.5], obtaining an approval for product safety and 

efficacy is a tedious and long process. A sufficient level of information, data and evidence 

demonstrating safety and quality attributes of the product must be submitted. Reports on 

all testing, animal and human, must also be submitted. It is also a tedious process to obtain 

approvals when a product is changed. If changes are effected to the products after an 

approval is granted, further supporting information and data must be submitted to show 

that changes effected do not adversely affect the quality of the product. There is also a 

requirement that known and serious adverse experiences associated with the use of the 

drug, and any findings from laboratory tests, be provided.  

 

Because the processes involved with approvals are long and tedious, it may be assumed 

that products which are low-risk may be justifiably exempt from this process. In particular, 

as health-related products are relatively less harmful than medicinal products, there may 

be less need for them to be subject to strict drug safety controls. 

 (ii) Costs Associated with Classification  

As noted at [2.9.2.] regulatory costs may be assessed using economic analyses, such as 

cost-benefit and cost-effectiveness analyses. The costs of regulating medicinal products 

may be quantified in terms of the costs involved in carrying out the relevant test to prove 
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drug safety and efficacy, the cost of preventing harm to consumers, and the cost of 

enforcing a failure to comply with drug safety regulation. The costs may also be quantified 

in terms of time spent or labour employed, and materials used to carry out these tasks. The 

benefits must be assessed from the perspective of consumer protection and, in particular, 

how much effective protection can be ensured through drug safety controls. Moreover, the 

more effective the protection is, the less will be the costs imposed by adverse health 

effects arising from unsafe products.   

 

It may be argued that, on the one hand, it may be cost-effective to protect consumers from 

harm by requiring all potentially unsafe products to undergo testing. On the other hand, it 

can be argued that it is more cost-effective to exempt low-risk products from costly 

scientific testing. Malaysia has clearly preferred to limit exemptions from the regulation of 

medicinal products. It therefore requires all products with medicinal claims to be proven 

safe and effective before they are marketed. Although there are no explicit policy 

statements to this effect, this is presumably because it is assumed to be better to ensure 

that all products with medicinal claims undergo scientific testing, before they are 

distributed, than to risk the harm caused by consuming unsafe and ineffective products.  

 

It is clearly very difficult to determine the costs and benefits of classifying products as 

medicinal products in the abstract. Nevertheless, it can safely be assumed, especially 

given a lack of experience in this area, that the process for exempting products for 

classification in Malaysia may be less rigorous than the processes in Australia and the 

United States. Moreover, as explained above, while Australia and the United States apply 

a risk management approach to regulatory approval, Malaysia applies a different approach. 

As the possibilities of incorrect classification in Malaysia may be greater than in Australia or 

the United States, and as the costs of regulatory approval in Malaysia may be lower than 

the costs in the other two jurisdictions, applying the precautionary principle, it may be 

preferable for Malaysia to err on the side of caution, and refrain from introducing 

exemptions from drug safety controls. 

 

 



Chapter 6 – A Comparative Legal Analysis of the Regulation of Advertising of Medicinal Products 

 296 

6.1.3.6 Recommendations for Malaysia  

Medicinal products are subject to drug safety controls in each of the three jurisdictions in 

order to ensure that they are safe to consume. However, products which may potentially be 

classified as medicinal products are, in some instances, exempt from classification. 

Consequently, they are also not subject to drug safety controls.  

 

In both the United States and Australia, applying a risk management approach, products 

are cleared for marketing if the benefits associated with the use of the products outweigh 

the risks. In Malaysia, however, products which are proven safe and effective are marketed 

if they are clinically relevant, cost effective and have therapeutic advantages. As it appears 

that a comprehensive risk management evaluation is not undertaken in Malaysia, 

presumably the costs of regulatory approval are less than those in Australia or the United 

States.    

 

Given the complexities involved in assessing the costs and benefits of exempting particular 

products from drug safety controls, it is impossible to make any definitive determination for 

Malaysia. Nevertheless, a preliminary recommendation can be made on the basis of the 

information available on the comparative regulatory regimes. First, it is clear that Malaysia 

has limited experience in determining whether products should be exempted from drug 

safety controls. Secondly, it appears that, given the differences in approach, the regulatory 

approval process in Malaysia may be less costly than the risk management processes in 

Australia and the United States, meaning that the costs of regulating products that are 

exempted from regulation in other jurisdictions may not be significant. Thirdly, in the 

Malaysian context, where health care may not be as accessible to the general community 

as in Australia or the United States, it may be preferable to err on the side of caution. It is 

therefore recommended that the existing system of classification of medicinal products in 

Malaysia, which does not include the product exemptions found in Australia or the United 

States, be retained. 

6.3.2 Use of Rules in the Regulation of Medicinal Products 

This section of the chapter compares and analyses the rules governing the advertising of 

medicinal products. It summarises and analyses the use of rules to prevent deceptive 
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advertising in the three jurisdictions dealt with in this thesis. It has been explained at [2.8] 

that regulation includes controls that involve the use of rules. As explained, rules include 

formal rules, which consist of primary legislation and delegated legislation, and informal 

rules, which include industry codes of practices, guidance and guidelines.  

 

Section [6.3.2.1] compares and analyses the use of rules in the three jurisdictions 

according to the main objective of rule-making. Subsequently, section [6.3.2.2] sets out 

how a combination of different kinds of rules is used in the regulation of advertising of 

medicinal products either alone or in combination, may produce different regulatory 

outcomes. The aim of this section is to enable the recommendation of an appropriate mix 

of rules for the regulation of advertising of medicinal products in Malaysia and the 

appropriate mode of regulation to implement the control via use of rules, in [6.3.2.3].  

6.3.2.1 Advertising Rules in the Three Jurisdictions 

Rules in the three jurisdictions consist of a blend of primary legislation and other rules. 

While the three jurisdictions employ various types of rules, they differ in the combination of 

the kinds of rules used. In particular, the use of industry codes and guidelines is 

significantly different in the three jurisdictions. Moreover, apart from the different 

combination of rules, the common law principles interpreting the prohibitions on deceptive 

advertising have developed quite differently in the three jurisdictions. 

 (a) United States 

In the United States, primary legislation is supplemented by a combination of delegated 

legislation and policy statements. As seen at [5.5.1], the combination of rules establishes a 

comprehensive and detailed system of regulation. The statute law that governs deceptive 

advertising is set out in sections 12 – 15 of the Federal Trade Commission Act 1914 

(United States), with the main rules being codified in 15 USC § 45(a)(1) (2008), 15 USC § 

52 (a)(2) (2008) and 15 USCS § 58 (1996). 

 

Further, as explained at [5.3.1], delegated legislation in the form of regulations is 

promulgated by two Federal agencies, namely, the FDA and the FTC. The FTC, which is 

the agency that regulates the advertising of medicinal products, makes regulations 
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governing the advertising of such products. The FDA, on the other hand, is responsible for 

the regulation of advertising of prescription drugs, and therefore formulates rules for their 

regulation. 

 

The most important FTC actions have involved the development of informal rules to 

regulate advertising. As explained at [5.5.1.2] – [5.5.1.5], the FTC has documented the 

principles for deciding deceptive acts and practices in the FTC Policy Statement on 

Deception, and those relating to claim substantiation and fairness, in the FTC Policy 

Statement Regarding Advertising Substantiation and the FTC Policy Statement on the 

Scope of the Consumer Unfairness Jurisdiction, respectively. These Policy Statements, 

which are based on a substantial body of case law, are relied on by the FTC to regulate 

advertisers. Moreover, in recent times, the FTC has developed an important guideline to 

govern the advertising of dietary supplements.122  

 

In the United States, the use of industry codes or guidelines in the regulation of advertising 

of medicinal products is limited. Both the NAD and the CARU, which are the primary 

industry self-regulators for the regulation of advertising of products in the United States, 

are relied upon mainly to review advertisements before they are published, or for resolving 

disputes or complaints that are sent to these bodies.123 The involvement of self-regulators 

in regulation, such as the review of advertisements and complaint handling in the three 

jurisdictions, is examined further below. Therefore, in the United States, while a complex 

combination of rules is used in the regulation of advertising of medicinal products informal 

rules is limited.  

(b) Australia 

As in the United States, a blend of statutory and non-statutory rules is used in the 

regulation of medicinal products in Australia. In Australia, as explained at [4.3], the 

advertising of therapeutic goods is governed by laws from three regulatory regimes: (1) 

Commonwealth; (2) States and Territories and (3) self-regulatory codes. Both 

                                                        
 
122 The Dietary Supplement: Advertising Guide for Industry; See [5.5.1.6] of Chapter 5. 
 
123 See [5.5.2.1] of Chapter 5. 
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Commonwealth, and States and Territories, jurisdictions have statute laws that govern 

advertising at two levels: one that applies specifically to the advertising of medicinal 

products and another to advertising in general.  

 

As explained at [4.3.1.1], the Commonwealth Therapeutic Goods Act 1989 (Cth) sets out 

broad principles governing the regulation of therapeutic goods in Australia. It also 

empowers the Governor-General to ‗...make regulations necessary … for carrying out or 

giving effect…‘ to the Act.124 The Therapeutic Goods Regulation 1990 (Cth) prescribes the 

rules for implementing the Therapeutic Goods Act 1989 (Cth), while the Therapeutic Good 

Advertising Code 2007 (Cth) sets out the principles governing advertising. In addition to 

industry-specific regulation, sections 52, 53 and 55 of the Trade Practices Act 1974 (Cth), 

which is the law that governs advertising in general, plays an important role by regulating 

unacceptable conduct in trade or commerce.   

 

Unlike in the United States, which relies almost entirely on government regulation, 

Australia has a comprehensive system of co-regulation, which uses informal rules in the 

form of industry codes of practice to inform and educate advertisers of their obligations. As 

noted at [4.3.1.3], the industry codes incorporate principles set out in the Therapeutic 

Goods Advertising Code 2007 (Cth) and, in addition, require compliance with 

independently developed ethical and industry standards.  

(c) Malaysia 

In Malaysia, as in Australia, there are essentially two sets of laws governing advertising: 

one that governs advertising in general, and the other that specifically governs advertising 

of medicinal products. As explained in [3.3.1], rules governing advertising in general are 

stipulated in the Consumer Protection Act 1999 (Malaysia) and the Trade Description Act 

1972 (Malaysia), while rules governing the advertising of medicinal products are set out in 

the Medicines (Advertisement and Sale) Act 1956 (Malaysia). Unlike the position in 

Australia, however, the Consumer Protection Act 1999 (Malaysia) and the Trade 

Description Act 1972 (Malaysia), which govern advertising in general, do not apply to the 

regulation of advertising of medicinal products.  

                                                        
124 Therapeutic Goods Act 1989 (Cth) s 63. 
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In relation to court-developed rules, unlike in the United States and Australia, there has 

been no judicial development in Malaysia and, therefore, no opportunity to clarify some of 

the quite vague provisions in the Medicines (Advertisement and Sale) Act 1956 (Malaysia). 

For example, there is no explanation in the Medicines (Advertisement and Sale) Act 1956 

(Malaysia) as to what constitutes deceptive advertising and, more importantly, this term 

has not been clarified judicially.125 Instead, advertisements have been considered as illegal 

advertising where they are disseminated to the public without approval from the MAB, or 

where there is non-compliance by advertisers with approved formats prescribed by the 

MAB. The basis upon which the Board determines that there has been non-compliance 

with the prescribed format is, moreover, not made explicit.  

 

The MAB revised its earlier guideline (2008) and issued the Guidelines on Medical 

Products and Appliances 2009 (Malaysia) which provides comprehensive guidelines 

governing the advertising of medicinal products. As the Guideline is a recent initiative, its 

effects are yet to be felt.126 There are also guidelines established by industry but, as 

explained at [3.3.2], compliance with these guidelines is entirely voluntary. The Malaysian 

Code of Advertising Practice (Third Edition) 2008 (Malaysia), for example, is a recent 

initiative from an industry association, the ASAM. While it is current, comprehensive and 

detailed, the rules are binding only on the members of the association.127 

 

(d) Conclusion 

 

In conclusion, the three jurisdictions use a combination of different forms of rules in the 

regulation of advertising of medicinal products. Primary legislation is supplemented, to 

quite different degrees, by delegated legislation, policy guidelines, codes of practice, and 

industry guidelines. Both the United States and Malaysia regulate the advertising of 

medicinal products largely through formal rules, and make very limited use of informal 

rules, such as industry codes or guidelines. Australia, on the other hand, regulates 

advertising under a system of co-regulation which involves a combination of formal and 

                                                        
125 See [3.3.1.1] of Chapter 3. 
 
126 See [3.3.1.1] of Chapter 3. 
 
127 As seen in [3.3.2.2] of Chapter 3. 
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informal rules and, therefore, makes greater use of industry bodies in the regulation of 

advertising of medicinal products.   

 

The combination of different kinds of rules in the three jurisdictions raises the question of 

which combination is the most effective. This must be assessed by reference to the 

rationale for using different kinds of rules which, as explained at [2.8.2], is to enhance 

compliance with the rules. The following section evaluates the use of rules by focussing on 

how different kinds of rules, and combinations of different kinds of rules, may enhance 

compliance. 

6.3.2.2  An Evaluation of Rules in the Three Jurisdictions 

As explained at [2.8], regulation includes controls via the use of rules, and a combination of 

rules may be used in the regulation of behaviour or activities. In general, the need to use a 

combination of rules arises because all rules have inherent limitations, which prevent 

adequate regulation of behaviour or activities. As noted at [2.8.3] rules have been claimed 

to be inherently vague, indeterminate ‗over or under-inclusive‘, and inaccessible. Using 

different kinds of rules in combination is thought to address some of the inherent limitations 

in rules and thereby enhance compliance with the law.128 

 

As noted at [2.8.3], various methods have been suggested to address the inherent 

limitations in rules. For example, Baldwin suggested a compliance-orientated approach. He 

argues that rules which are not easily understood will not be complied with, and therefore 

rules must be designed in a manner that focuses on improving compliance. Black, on the 

other hand, suggested three techniques to address the limitations, namely: (1) to use 

different ‗rule-types‘; (2) ‗use and development of interpretative communities‘ and (3) to 

alter the way in which rules are applied, namely the use of a conversational model of 

regulation, involving consultations and negotiations between regulators and ‗the regulated‘.  

 

As explained above, of the three jurisdictions, Malaysia employs the fewest kinds of rules. 

The following paragraphs explain why this presents a problem for Malaysia. 

                                                        
128 See generally Julia Black, Rules and Regulators (Clarendon Press Oxford 1974), 20. 
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 (a) Combinations of Rules to Enhance Compliance 

Primary legislation is ordinarily framed in broad and vague terms in order to cover a 

combination of events or circumstances or to ‗control a wide span of activity‘.129 It therefore 

lacks a degree of clarity as to what is required for compliance with the law. Delegated 

legislation, codes and industry guidelines, on the other hand, can enable better compliance 

with legislation, by supplementing the rules in primary legislation. Different outcomes may, 

however, occur when the rules are used in different combinations. 

  

As explained at [2.8.1], a legislature may pass a broad statute law, while leaving rules 

about the implementation of the law to delegated legislation. The executive is considered 

to be better equipped to make detailed rules than the legislature because it possesses the 

necessary information for the formation of specific rules to address problems as they arise, 

and is able to respond more expeditiously as circumstances arise.130 In some instances, 

however, certain regulatory tasks may be delegated to industry with, for example, an 

industry association establishing rules to facilitate regulation.   

 

As explained at [2.8.3], rules are necessarily imprecise, being both over-inclusive and 

under-inclusive. But the imprecision of rules may be addressed by taking the advice of 

theorists, such as Baldwin and Black. For example, following Black‘s analysis, a 

combination of both rules and standards may be the best way of designing a system of 

rules. Furthermore, involving those that are subject to regulation in the making of rules may 

promote what Black refers to as the ‗conversational model‘ of regulation, which will 

promote compliance with rules. As the next paragraph explains, these conclusions are 

supported by a cost-benefit analysis of rule-making. 

(b) Costs and Benefits Associated with Formal and Informal Rule-making 

In determining the appropriate level of precision or complexity of rules, it is important to 

understand the costs and benefits associated with making rules. To begin with, rules must 

                                                        
129 Issac Ehrlich and Richard A Posner, 'An Economic Analysis of Legal Rulemaking' (1974) 3 Journal of 
Legal Studies 257, 264 & 267. 
 
130 See Georg Von Wangenheim, ‗Production of Legal Rules by Agencies and Bureaucracies‘, Vol 9300 
(2009) Encyclopaedia of Law and Economics 562. 
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be drafted so that they are sufficiently certain to be understood by those who are regulated 

by the rules. But there are different costs involved in making rules, depending upon how 

precise the rules might be. On the one hand, the more precise the rules are, the more 

costly they are to make. On the other hand, however, if rules are not precise or detailed 

enough, then they will not communicate sufficient information to those that are regulated to 

ensure compliance.  

 

This problem may be addressed, to an extent, by employing differing combinations of rules 

with differing degrees of complexity. Thus, as enacting primary legislation through 

Parliament is relatively costly and time-consuming, it is best that this kind of rule-making 

takes the form of high-level principles. On the other hand, as industry groups have more 

information about the conditions in a particular industry, they are best placed to draft 

detailed rules implementing the less precise principles. Moreover, informal rules, such as 

industry codes, are more flexible, as it is easier to change this form of rule-making than it is 

to amend formal rules.    

6.3.2.3 Recommendations for Malaysia 

(a) Appropriate Mix of Rules 

This section of the chapter makes recommendations about the appropriate mix of rules for 

the regulation of advertising of medicinal products in Malaysia. Before doing so, however, 

this section reviews some practical issues relating to the operation of rules in the three 

jurisdictions, which must be taken into account in making any recommendations.   

 

In the United States and Australia, the regulations governing the advertising of medicinal 

products are generally comprehensive and up-to-date. The regulations have evolved over 

time, and in the process the scope of the laws has gradually expanded in response to the 

increasing complexity of the pharmaceutical industry. The position in Malaysia, however, is 

quite different. In Malaysia, because of the costs of litigation relative to average consumer 

income, consumers have been slow in bringing matters to court and therefore there has 

not been the opportunity for the common law to develop. Further, rules in the Medicines 

(Advertisement and Sale) Act 1956 (Malaysia) are in fact inclined to protect industry, 
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although ostensibly expressed to be in the interest of consumers. As noted at [3.4.3], the 

sanctions specified for violations of laws under the Medicines (Advertisements and Sale) 

Act 1956 (Malaysia) are relatively inconsequential, and the types of sanctions available are 

limited. Further, the defence clause is wide and excludes common forms of violations of 

laws from regulation.131 The publications of claims in brochures and pamphlets that are not 

intended for public viewing are excluded from regulation. In addition, action by public 

prosecutors is required before the regulator can bring an action in court.  

 

The limitations of the Malaysian regulatory regime combine to prevent timely and effective 

action against industry and, in some instances, avoid effective control over industry 

activities. Moreover, the MAB, which is sufficiently empowered to establish regulations to 

address the limitations in the Medicines (Advertisement and Sale) Act 1956 (Malaysia), has 

not established regulations to make up for any regulatory gaps. The preliminary conclusion 

that can be drawn is that the Medicines (Advertisement and Sale) Act 1956 (Malaysia) is 

an example of the concerns expressed by the private theories of regulation explained at 

[2.4.3], being designed mainly to protect the interests of industry and not to protect 

consumers. There are clearly significant weaknesses in the Malaysian regime that must be 

addressed. 

 

Comprehensive rules, such as those in the United States and Australia, are certainly 

desirable for the regulation of advertising of medicinal products; nevertheless, rules which 

are comprehensive, yet too complex and complicated, may not ensure adequate 

compliance or control. As pointed out by Baldwin, it is necessary to ensure that rules are 

sufficiently specific and precise, and have sufficient accessibility, intelligibility and 

enforceability.132 Rules must also be accompanied by qualities such as transparency, 

congruence and simplicity, as argued by Diver.133 The mass of rules established in both 

the United States and Australia are comprehensive, but these systems are too 

complicated. As noted at [5.5.1], the voluminous rules in the United States for the 

regulation of advertising fail to provide a simple and practical guide to the problems posed 

                                                        
131 Medicines (Advertisement and Sale) Act 1956 (Malaysia) s 5(3). 
 
132 Robert Baldwin, 'Why Rules Don't Work' (1990) 53 Modern Law Review 321, 321-322.  
 
133 Colin S Diver, 'The Optimal Precision of Administrative Rules' (1984) 93 Yale Law Journal 65, 68. 
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by deceptive advertising. Rules in the United State have become unmanageably complex 

in their attempt to deal with every conceivable hazard. 

 

In Australia, as noted at [4.3], there are both general and specific laws regulating 

advertisements of medicinal products in each States and Territories. The Therapeutic 

Goods Act 1989 (Cth) and the accompanying regulation provide a national framework for 

the regulation of therapeutic goods, but this framework is yet to be uniformly adopted by all 

States and Territories.134 The States and Territories also have their own specific and 

general laws governing the advertising of therapeutic goods, and this leads to a further lack 

of uniformity in the regulation of therapeutic goods. The general law, section 52 of the 

Trade Practices Act 1974 (Cth), which is similarly worded to the relevant provisions in the 

Fair Trading Acts in the States and Territories, while essential to the regulation of 

advertising in general, represents a degree of duplication in this area. 

 

Both better substantive and procedural laws for regulatory rule-making are required in 

Malaysia, and these rules should be simple, transparent and accessible. In this respect, 

lessons can be learned from the overly-complex American and Australian systems. On the 

other hand, as argued in this section of the chapter, regulatory compliance is best achieved 

through a combination of different kinds of rules. Compared with the systems in the two 

other jurisdictions, Malaysia places too much reliance on formal, government-made rules. 

While the MAB’s Guidelines on Medical Products and Appliances 2009 (Malaysia) and the 

Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia) are steps in the 

right direction, they need to be supplemented by further developments to produce more 

effective and flexible informal rules. In the terms proposed by Black, efforts should be 

expended in developing a more ‗conversational model‘ of regulation.135 Importantly, these 

endeavours should be more transparent than is currently the case, as this would serve to 

avoid the potential for industry to ‗capture‘ government regulation, which appears to be a 

problem with the current Malaysian regime.  

 

In short, a greater shared effort in terms of time spent, resources gathered and costs 

incurred in the formulation and implementation of rules is considered appropriate for the 

                                                        
 
134 [4.3.1.2] of Chapter 4. 
 
135 [2.8.3] of Chapter 2. 
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regulation of advertising of medicinal products in Malaysia. This would also assist with 

improving the resourcing of regulation in Malaysia where, as explained in [3.4.2] of Chapter 

3, lacks sufficient funding in the government sector to carry out the regulation effectively. 

As explained below, the recommendation also involves establishing an effective system of 

co-regulation in Malaysia. 

(b)  Alternative Mode of Regulation 

This section of the chapter makes the recommendation with regard to the appropriate 

mode of regulation to be used for the regulation of advertising of medicinal products in 

Malaysia. However, before doing so, it assesses the advantages and disadvantages of 

using the varied modes of regulation in Malaysia. 

 

As explained at [2.7], there is a continuum of modes of regulation that ranges from 

government (or ‗command and control‘) regulation to self-regulation. Just as the United 

States and Malaysia rely primarily on regulation through formal rules, so do they prefer 

government regulation over alternative modes of regulation. Although Australia has a 

complex regulatory regime, it provides for alternative modes of regulation through its 

system of co-regulation. This section of the chapter briefly reviews the advantages and 

disadvantages of alternative modes of regulation before making recommendations for the 

mode of regulation to be adopted in Malaysia. 

 

Section [2.7] of Chapter 2 dealt with the four modes of regulation that are most relevant to 

the regulation of advertising of medicinal products, namely government regulation, self-

regulation, co-regulation and enforced self-regulation. Section [2.7] further explained that 

each of the modes of regulation examined in this thesis has distinct advantages and 

disadvantages. For example, while government regulation has democratic legitimacy, it 

tends to be inflexible and slow to adapt to change. At the other extreme, self-regulation is 

more flexible, and more responsive to the needs of industry, but is susceptible to being 

captured by the private interests of industry rather than serving the broader public interest. 

Moreover, industry groups involved in self-regulation may combine to act for anti-

competitive purposes. 
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As further explained at [2.7.3], the appropriate mode of regulation cannot be determined in 

the abstract, but must take into account factors such as the costs of regulation and the 

harms sought to be redressed. Further, analysis of the different modes of regulation must 

depend, to an extent, upon the particular social, political and legal culture of the jur isdiction 

under consideration. Despite the need for caution, however, there are some clear 

advantages in mixed modes of regulation, such as co-regulation and enforced self-

regulation. 

 

As noted at [2.7.2.2], co-regulation combines features of both government regulation and 

self-regulation, with a role for industry participation in a regulatory regime underpinned by a 

legislative framework and government oversight. As such, co-regulation combines the 

advantages of government accountability and objective-setting, with the flexibility and 

industry-specific knowledge of industry groups. Nevertheless, the success of a co-

regulatory regime depends upon a number of considerations, including the degree of 

commitment by the regulated industry and the five factors identified by Balleisen and 

Eisner. 

 

As noted [2.7.2.3], enforced self-regulation differs from co-regulation in that it involves 

negotiations between government and individual firms in an ongoing collaborative process. 

Moreover, while co-regulation is essentially ‗top-down‘, in enforced self-regulation 

government and industry regard each other as partners in a common endeavour. As 

explained at [2.7.2.3], enforced self-regulation has the advantages of implementing 

specifically tailored rules that have been collaboratively developed and more nuanced 

enforcement strategies. On the other hand, a system of enforced self-regulation is open to 

capture by the private interests of the regulated industry. 

 

In general, then, the disadvantages of different modes of regulation may be minimised by 

combining the best features of government and industry regulation in a mixed system of 

either co-regulation or enforced self-regulation. In light of the advantages and 

disadvantages of these two modes of regulation that are spelt out in more detail at [2.7], 

the paragraphs below examine the relative merits of co-regulation and enforced self-

regulation in the context of making recommendations for Malaysia. 
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While both co-regulation and enforced self-regulation have important strengths, it is 

important for any recommendation of the appropriate mode of regulation to fully take into 

account the context of regulation in Malaysia. In particular, enforced self-regulation, as 

explained by theorists such as Ayres and Braithwaite, depends upon the existence of a 

relatively sophisticated regulatory culture, with commitments by both government and 

industry to collaboratively working towards agreed objectives.  

 

There are some features of the Malaysian regulatory regime, explained in Chapter 3, which 

suggest that, at present, the system of enforced self-regulation may be unsuitable for 

Malaysia. First, regulation in Malaysia is hindered by a lack of government resources. For 

example, the MAB is known to be understaffed, leading to deficiencies in monitoring 

compliance and enforcement. This suggests that a system which relies on the expenditure 

of a high level of resources on constant negotiations between government and industry is 

unlikely to be effective. There are simply insufficient resources available to effectively 

implement self-regulation. Moreover, the deficiencies of government regulation in Malaysia 

mean that enforced self-regulation would be even more susceptible to ‗capture‘ by industry 

than the current system of government regulation. Secondly, enforced self-regulation 

depends upon a regulatory culture in which industry has a strong commitment to regulatory 

outcomes. In Malaysia, however, the relatively ineffective system of regulation of medicinal 

products has failed to eliminate unscrupulous operators, or rogues, who continue to profit 

from unlawful activities. A collaborative approach to regulation, such as enforced self-

regulation, is unlikely to be effective to reign in persistently dishonest advertisers.     

 

Although a system of enforced self-regulation would currently seem impractical for 

Malaysia, aspects of this system are something that Malaysia might aspire to in the future. 

In the meantime, steps could be taken in this direction by adopting elements of a system of 

co-regulation. Co-regulation is a preferable option for Malaysia, as it retains an important 

role for government supervision and enforcement. This effectively provides a safeguard to 

ensure that regulation does not simply become a tool for promoting the private interests of 

industry. Given the problem of the lack of resources available for government regulation, 

co-regulation also has the advantage of transferring some of the costs of regulation to 

industry. Furthermore, by enlisting the participation of industry within a framework 

established by government, co-regulation has the potential to foster a culture of 

compliance. In other words, co-regulation can give industry a stake in regulation. 
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Although this thesis recommends that Malaysia adopts elements of a system of co-

regulation, it is important to bear in mind that, a Balleisen and Eisner point out, the success 

of such a system depends upon how it is designed. For example, it is important that 

responsibility for particular regulatory functions is sufficiently certain. Moreover, it is vital 

that the regulatory is transparent and accountable. This is especially important for 

Malaysia, as transparency of decision-making has not been a strong feature of government 

regulation. Finally, even if co-regulation may involve industry sharing some of the burdens 

of the costs of regulation, it is important that sufficient resources be expended by 

government to ensure adequate supervision of a co-regulatory system, as well as 

adequate enforcement of the regime. If co-regulation is to be adopted, it may well be that in 

the early stages some resources will need to be expended in training industry groups on 

how best to perform their roles in a co-regulatory system.   

 

While the analysis conducted at [2.7] suggests that there are advantages in enforced self-

regulation, this thesis recommends that Malaysia consider the implementation of a system 

of co-regulation in the regulation of advertising of medicinal products. Although there would 

be short-term costs in moving away from government regulation and towards co-regulation, 

it is likely that the longer term benefits, in terms of both efficiency and effectiveness, would 

justify movement in this direction. Further, adopting a system of co-regulation may have 

the additional benefit of promoting more of a culture of accountability and transparency that 

exists under the current system of government regulation. This might be possible, for 

example, because of the need for government to share more information with industry in 

co-regulatory system. 

6.3.3  Regulatory Controls of Products Classified as Medicinal Products 

As has been explained at [2.5.2.1], the primary rationale for regulating the advertising of 

medicinal products is to prevent the harms to consumers that may arise from the 

information asymmetry between industry and consumers. The extent to which regulatory 

controls ensure that this outcome is achieved in the three jurisdictions is examined in this 

section of the chapter. Accordingly, Section [6.3.3.1] compares the three main types of 

regulatory controls employed in the regulation of advertising of medicinal products in the 

three jurisdictions, namely: (1) pre-approval of advertisements; (2) monitoring of non-



Chapter 6 – A Comparative Legal Analysis of the Regulation of Advertising of Medicinal Products 

 310 

compliance with rules and (3) enforcement of violation of advertising rules. The three 

jurisdictions have a variety of strengths and weaknesses in the system of regulatory 

controls and these are also explored at [6.3.3.1]. The analysis of the regulatory controls, 

including their costs and benefits, is carried out at [6.3.3.2]. The objective of this analysis is 

to enable recommendations for Malaysia for the preferred forms of regulatory controls.  

6.3.3.1 The Three Types of Regulatory Controls in the Three Jurisdictions 

This section examines the approaches adopted, and strategies used, in administering the 

three types of regulatory controls identified above in the three jurisdictions. It also explains 

the bodies responsible for the implementation of these controls, and the main features of 

the regulatory controls in each of the jurisdictions. The similarities and the differences in 

each of these controls in the three jurisdictions are then analysed.  

(a) Pre-approval of Advertisements 

As explained at [1.3.1.2] of Chapter 1, pre-approval of advertisements refers to a process 

where advertisements are checked for untrue, misleading or highly exaggerated medicinal 

claims before they are disseminated to the public. This process is carried out to protect 

consumers from deceptive claims in advertisements. As explained at [2.8.4.1], pre-

approval of advertisement is a form of control which is carried out to prevent irreparable 

harm that may be caused by a violation of rule. Advertisers are required, or encouraged, to 

submit advertisements for review to either a government regulator or an independent body 

before the advertisements can be published or broadcast. 

 

This system of pre-approval of advertisements is not uniformly practised in the three 

jurisdictions. In this respect, four divergent aspects of the system of pre-approval of 

advertisement are singled out for discussion in this section, namely: (1) whether pre-

approval of advertisements is compulsory for all medicinal products and in all media; (2) 

the nature of the body responsible for the pre-approval of advertisements; (3) whether 

there is full transparency in the system of pre-approval of advertisements and (4) whether 

pre-approvals are conducted in a timely manner. This section of the chapter also examines 

the strengths and weaknesses of the approaches adopted to these aspects of regulation in 

each of the jurisdictions.  
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(i) Compulsory Pre-Approval 

As described in [3.4.1], in Malaysia it is a mandatory requirement for sellers, or advertisers, 

to obtain pre-approval of advertisements for all products with medicinal claims, irrespective 

of the medium of dissemination. This is, however, not the case in Australia, where the type 

of publication determines whether pre-approval is required. In Australia, as explained in 

[4.3.2.1], advertisements of ‗designated therapeutic goods‘ published in specified media 

are subject to a pre-approval process. Designated therapeutic goods are therapeutic goods 

other than prescription drugs, and if advertisements of these products are published in 

mainstream media, broadcast media, cinematographic films or advertisements on outdoors 

display they are subject to a pre-approval process. On the other hand, advertisements that 

are placed on leaflets, indoor posters, catalogues, flyers, brochures and the Internet, are 

not.  

 

In the United States, as explained at [5.4.2.1], ‗drugs approved on an accelerated basis‘ 

(DAAB) that are advertised in all media are subject to a pre-approval process. DAAB are 

new drugs that treat serious or life threatening illnesses, and are given initial approval 

without the immediate proof of ‗clinical benefits‘. However, other types of products - 

prescription drugs and non-prescription drugs, and products such as food, dietary 

supplements and cosmetics that qualify as medicinal products - are not required to be pre-

approved.  

(ii) Bodies that Grant the Pre-Approvals of Advertisements  

The pre-approval of advertisements of medicinal products is granted by different bodies or 

agencies, and by different processes, in the three jurisdictions. In Malaysia, as seen at 

[3.4.1], pre-approval is granted by the MAB, a government agency. This agency maintains 

sole control over the approval of advertisements for the entire country.  

 

In Australia, the government regulator, the Therapeutic Goods Administration, has 

delegated the task of pre-approval of advertisements to two industry-based regulators, the 

ASMI and the CHCA.136 As explained at [4.3.2.1], advertisements for complementary 

                                                        
136 See [4.3.2.1] of Chapter 4. 
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medicines, disseminated in broadcast media and mainstream media are sent for pre-

approval to the ASMI and the CHCA, respectively. Advertisements for non-complementary 

medicines (over-the-counter drugs), disseminated in the broadcast media and mainstream 

media, on the other hand, are dealt with by ASMI.  

 

In the United States, as noted at [5.5.2.1], advertisements for medicinal products are not 

subject to a compulsory review by the FTC, the regulatory agency, but are encouraged to 

be submitted for review by the NAD, a self-regulatory organization which assists the FTC 

with the assessment of advertisements. The FTC is also assisted by the Council for 

Responsible Nutrition (CRN), a trade organization for dietary supplements, in the review of 

advertisements for dietary supplements.137  

(iii) Full Disclosure   

 An important aspect of any regulatory regime is the extent to which advertisements which 

are pre-approved are published. Publishing details of advertisements which are found to be 

false or misleading may serve a number of purposes: (1) it may inform advertisers of the 

do‘s and don‘ts regarding making claims in advertisement; (2) it may encourage 

advertisers to comply with regulations so as to avoid negative publicity; (3) it may also 

prevent repeated non-compliance and encourage a more vigilant approach to future 

advertising and (4) it may inform consumers about false and misleading claims in 

advertisements which may prevent them from consuming the products.  

 

 In the United States, reviews of advertisements are made openly available for public 

viewing;138 but the same cannot be said for Australia and Malaysia. In Malaysia, 

advertisements which were considered illegal were briefly published online for public 

viewing, but this practice was discontinued in 2005 and has not been revived since.139 In 

                                                        
137 John E. Villafranco and Andrew B. Lustigman, 'Regulation of Dietary Supplement Advertising: Current 
Claims of Interest to the Federal Trade Commission, Food and Drug Administration and National Advertising 
Division' (2007) 62 Food and Drug Law 709, 710. 
 
138 See 5.5.2.1 of Chapter 5. The decisions by the NAD are press released and published in monthly reports. 
See Jeffrey S. Edelstein, 'Self-Regulation of Advertising: An Alternative to Litigation and Government Action' 
(2003) 43(3) Idea 509, 521. 
 
139 A compilation of advertisements which carried prohibited health-claims are listed in the official website 
belonging to the Medicine Advertisement Board. See Medicine Advertisement Board of Pharmaceutical 
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Australia, advertisements which are pre-approved or rejected  by ASMI and the CHCA are 

not published for public viewing.140  

(iv) Timely Pre-Approvals 

An important aspect in determining the success of the pre-approval of advertisements is 

the speed at which approvals are granted. Advertisers and industry naturally favour an 

expeditious approvals process because they could proceed with the advertising without 

delay. Moreover, if pre-approval is not mandatory, timely approvals encourage advertisers 

to submit advertisements for review.  At present, between 3 to 5 days is taken for pre-

approval of advertisements in Australia by the ASMI and the CHCA.141 In Malaysia, it is 

claimed that approval for the advertising of medicinal products takes between 3 to 6 

weeks, unless they are ‗fast track approvals‘, in which case it takes approximately 3 to 5 

days.142 In reality, however, this time frame is not adhered to. In the United States, as 

discussed at [5.5.2.1], the NAD takes from 15 days to 2 months to review advertisements.  

 

(v) Summary 

 

In conclusion, it is noted that each of the three jurisdictions employ a process of pre-

approval of advertisements prior to publication, but implement the pre-approval processes 

differently. In some instances pre-approvals are compulsory for all types of products, and 

in others it is for all types of media. Further, the bodies that grant approvals are different 

and pre-approved advertisements are not published in all three jurisdictions. The time 

taken for granting approval also varies across the three jurisdictions. 

                                                                                                                                                        
Service Division of the Ministry of Health, Malaysia, Case Report 
<http://www.pharmacy.gov.my/html/MAB/advertisement_board_legal_action_f.htm>. 
See Appendix C of this thesis, for compilation of cases by Ghazali Mansor, Legal Section of the Pharmacy 
Enforcement Section, Ministry of Health Malaysia.  
 
140 See [4.3.2.1] of Chapter 4. ASMI reports on its decisions with regard to sanctions, right of appeals and 
monitoring in its Annual Reports. See ASMI Code of Practice 2009 s 8. Similarly, CHCA keeps data on the 
number of complaints lodged and by whom; the number found to be in breach of the code and why; details of 
the action taken; the number found not to be in breach of the code and why; time taken to deal with 
complaints, how many items were monitored within each category, and how many monitored were found to 
be in breach and why and action taken. See CHCA Code of Conduct 2005 s 8.10. 
 
141 [4.3.2.1] of Chapter 4. 
 
142 [3.4.1] of Chapter 3. 
 

http://www.pharmacy.gov.my/html/MAB/advertisement_board_legal_action_f.htm
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The differences in pre-approval processes have an influence on other aspects of regulatory 

controls, namely, the monitoring of violations of laws and the enforcement of sanctions. For 

example, a jurisdiction which does not compulsorily require ex-ante pre-approval of 

advertisements must place greater reliance on ex-post enforcement, adopting an active 

form of monitoring or pursuing more vigorous enforcement. These two forms of regulatory 

control are dealt with in the following sections. 

(b) Monitoring of Violations of Laws 

As explained at [2.8.4.2], monitoring is a form of ex-post regulatory control which is carried 

out after a violation has occurred. It is carried out so as to identify violations of regulations 

and bring about appropriate measures to prevent violations from recurring. It aims to 

ensure that promotional activities conform to the standards established by law. This section 

examines the types of monitoring which are carried out in the three jurisdictions. It explores 

the similarities and differences in the system of monitoring of non-compliance with the rules 

so as to gain a perspective on how monitoring is practised in Australia and the United 

States.  

 

Unlike the system of pre-approval of advertisements, monitoring violations of advertising 

regulation is fundamentally similar in the three jurisdictions. In each jurisdiction, it is carried 

out by both government regulators and industry-based bodies. There are, however, 

important differences in the types of monitoring practised in the three jurisdictions, ranging 

from monitoring that is relatively proactive to passive, random or spontaneous monitoring. 

  

The three jurisdictions all have, within their respective government departments, 

investigation units which conduct regular investigations and monitor breaches.  For 

example, in Malaysia, an investigation unit within the relevant government department 

(known as the Advertisement Control Team) is responsible for the investigation of claims 

against advertisements that have been found to have breached the advertising laws.143 

Malaysia has also engaged the services of a private limited company, the MediaBanc Sdn. 

Bhd, to scrutinize advertisements. The monitoring by this company is proactive, but is 

                                                        
143 See [3.4.2] of Chapter 3.  
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restricted to advertisements placed on the Internet.144 It appears that proactive monitoring 

may be limited in Malaysia because of reliance on the system of mandatory pre-approval of 

advertisements, which may be perceived to be sufficient to control dissemination of 

deceptive advertising in media other than the Internet. In addition, it may be that insufficient 

resources have been allocated to monitoring. 

 

As noted at [5.4.2.2], in the United States, the monitoring of violations of laws is carried out 

by the Center for Drug Evaluation and Research (the ‗CDER‘) through its Division of Drugs, 

Marketing, Advertising and Communications (the ‗DDMAC‘). This Division, among other 

things, identifies violations through monitoring or through complaints from competitors. In 

addition, monitoring is also carried out by the Bureau of Consumer Protection ( ‗BCP‘). As 

noted at [5.5.2.1], the Division of Advertising Practices within the BCP, among other 

responsibilities, oversees advertising practices and initiates administrative and 

enforcement actions for violations in the Federal District Court. In addition to scrutiny by 

government agencies, advertisements are also constantly monitored by the staff of the 

NAD.145 Hence, in the United States, the lack of a system of pre-approval of 

advertisements is, to an extent, compensated for by active and vigorous monitoring by not 

only two Divisions of the relevant government department, but also by industry self-

regulation.  

 

As seen at [4.3.2.2], in Australia, the Therapeutic Goods Administration monitors violations 

of advertising laws. In addition, industry self-regulators proactively monitor selected 

promotional material and activities of member companies.146 The ASMI Promotional Panel, 

the CHCA Code Administration Committee and the Medicine Australia Monitoring 

Committee are the three main industry self-regulatory bodies that monitor non-compliance 

on a regular and ongoing basis. Despite this, the significant number of complaints and 

cases involving breaches of the Therapeutic Goods Act, the accompanying regulations and 

the Code suggests that the level of monitoring may not have been adequate to deter 

breaches. A study conducted for the World Health Organization (WHO) by 

                                                        
144 See [3.4.2] of Chapter 3.  
 
145 [5.5.2.1] of Chapter 5. 
 
146 See [4.3.2.2] of Chapter 4. 
. 
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Ratananwijitrasin and Wondemagegnehu on the effectiveness of drug regulation 

concluded that the monitoring of advertisements in Australia was mostly passive, relying 

mainly on complaints from consumers and competing companies.147  

(c) Enforcement  

 The final form of regulatory control dealt with in this section of the chapter is the 

enforcement of violations of advertising laws.148 Essentially, two forms of enforcement are 

available in the jurisdictions examined in this thesis: (1) complaint handling and (2) judicial 

enforcement. As noted at [3.4.3], [4.3.2.3], [5.4.2.3], and [5.5.2.2], as an initial step and 

prior to resorting to judicial enforcement, a regulator may address complaints filed by 

competitors, consumers or public interest groups. The usual process is that a regulator 

investigates these complaints and deals with them administratively. The regulator may 

require the advertiser to either remove the advertisement or correct it.  Subsequently, a 

failure to abide by this request will result in the matter being referred for judicial 

enforcement. In some instances, industry associations handle the complaints before the 

matter is referred to the regulator. In the event of a failure to comply with the request of an 

industry complaint panel, the matter may be referred to government regulators for further 

action.  

 

This section of the chapter examines the manner in which the enforcement of violation of 

advertising rules is carried out in the three jurisdictions. It explores the similarities and 

differences in the system of enforcement in the three jurisdictions so as to enable an 

understanding of the rationale for the diverse approaches in the three jurisdictions.  

 

Enforcement differs in the three jurisdictions with regard to each of the following matters: 

(1) the process of complaint handling; (2) the types of orders that may be granted; (3) 

recourse to judicial enforcement and (4) the types of sanction imposed and the frequency 

with which they are imposed. The similarities in the three jurisdictions are that the 

                                                        
147 Sauwakon Ratananwijitrasin and Eshetu Wondemagegnehu, Effective Drug Regulation, (World Health 
Organization 2002), 104-105. 
 
148 Robert Baldwin and Martin Cave, Understanding Regulation: Theory, Strategy, and Practice (Oxford 
University Press, Oxford, USA, 1999), 96. 
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regulatory regimes initially seek to resolve complaints about deceptive advertising through 

regulatory processes before recourse to formal judicial enforcement. 

 (i) Complaint Handling  

In Australia, as seen at [4.3.2.3], four different panels, namely, the Complaint Resolution 

Panel (CRP) and complaint handling committees within the ASMI, the CHCA and the 

Medicine Australia, handle complaints regarding deceptive claims of medicinal products in 

advertisements. The types of products, and the media in which advertisements are 

published determine the committee or panel which will deal with the complaints. The CRP 

handles complaints about advertisements of designated therapeutic goods directed at 

consumers, published in specified media or broadcast media. The ASMI and the CHCA 

deal with complaints forwarded by consumers or competitors on deceptive claims with 

regard to non-prescription drugs and complementary medicines, respectively. Finally, the 

Medicine Australia deals with complaints regarding prescription drugs. 

 

The CRP, where it finds non-compliance with rules and orders for its rectification in a 

complaint handling process, is not able to impose sanctions for failure to comply with its 

orders. These matters have to be referred to another authority, the Secretary of the 

Department of Health and Ageing. Furthermore, the types of sanctions that may be 

ordered are also limited, namely withdrawal of advertisements or parts of advertisements, 

or the publication of a retraction or corrections. 

 

The ASMI and the CHCA, on the other hand, may impose a diverse range of sanctions. 

First, they can require a written undertaking to discontinue the contravening practice or to 

cease publication of the advertisement. Secondly, where claims made in advertisements 

have not been appropriately substantiated, the regulators can require that substantiation 

be given by the complainant. Thirdly, the regulators can require retraction statements, or 

corrective statements or advertising. Finally, fines may be imposed and, in some instances, 

members may be expelled or their membership in the industry association suspended. 

 

There are some important differences between the complaints handling system in Australia 

and the way in which complaints are handled in the United States. As noted at [5.5.2.2],  

the FTC does not handle individual complaints; instead it handles claims in bulk. It 
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compiles complaints about companies, business practices, thefts, or episodes of violence 

in the media so as to detect patterns of wrong-doing. It then leads investigations and 

prosecutions to address the problems. The usual procedure adopted by the FTC is to first 

attempt to reach an agreement with ‗the regulated‘ to stop the disputed practices. 

Accordingly, ‗the regulated‘ are requested to enter into a consent order, without any 

admission of guilt. On the event of a failure to obey the consent order, an administrative 

proceeding, which is similar to a court trial, is initiated.  

 

As further noted at [5.5.2.2], the FTC has authority to take a broad range of actions. Its 

power includes not only ‗cease-and-desist' orders, or the publication of corrective 

statements, but also the ability to publicise a breach by issuing a press release upon 

entering a consent decree.. 

 

In Malaysia, as noted at [3.4.3.1], the MAB may, upon receiving a complaint from an 

individual or competitor, investigate the claim and issue a warning letter requesting the 

advertiser to remove the advertisements. Failure to comply with the request may result in 

the matter being taken to the courts. However, unlike in the United States and Australia, 

the MAB may not bring the matter to court unless the action is initiated by the complainants 

themselves and is endorsed by the Public Prosecutor.149  

(ii) Judicial Enforcement  

With regard to judicial enforcement, as noted at [5.5.2.2] and [4.3.2.4], both the United 

States and Australia adopt a relatively vigorous approach. As explained at [3.4.3.2], 

however, Malaysia is not proactive in this area. Moreover, in Malaysia, advertisers who are 

charged with misleading advertisements commonly plead guilty and pay fines, largely 

because the fines are relatively small. The problem with this is that pleading guilty to the 

charge and paying the fines are cost-effective alternatives to challenging the regulators 

and having the matter tried in the courts, meaning that the penalty is treated as an 

                                                        
149 Section 6F (1) of the Medicines (Advertisement and Sale) Act 1956 (Malaysia) prohibits prosecution under 
the Act unless with the sanction of the Public Prosecutor. By this it means that a written approval must be 
obtained from the Public Prosecutor before a case can be brought to court. 
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acceptable cost of doing business. As a result, in Malaysia there have been no cases 

involving deceptive advertising of medicinal products challenged in courts to date.150  

 

Judicial enforcement differs profoundly across all three jurisdictions not only due to the 

frequency with which matters are litigated, but also because of the varied fines ordered. 

The types of legal remedies that arise as a consequence of the violation of advertising laws 

and regulations in the United States include: (1) temporary restraining orders and 

permanent injunctions; (2) criminal prosecutions; (3) cease-desist-orders; and (4) press 

releases.151 Corrective advertising and hefty fines are also granted.152 Similarly, in 

Australia all such legal remedies are available and those who violate the law are 

aggressively pursued with legal actions. Orders such as removal of advertisements or 

placement of corrective advertising are commonly granted by the courts.153 Malaysia, on 

the other hand, is comparatively weak in judicial enforcement. Not only have there been 

minimal fines imposed for the violation of advertising laws, but the courts have not imposed 

sanctions such as corrective advertising, or cease-desist-orders, so as to effectively deter 

future occurrences of deceptive advertising.154  

(d) Implementation of Regulatory Controls in the Three Jurisdictions 

In summary, it has been noted that the three jurisdictions employ similar forms of control in 

the regulation of deceptive advertising; however, the three regimes differ in the methods of 

implementing the controls. The above comparison has indicated that it is important to 

consider the controls wholistically, as a lack of control, or a lesser form of control, in one 

aspect of regulation may be made up for by a more stringent form of control in other 

aspects of regulation. Monitoring and enforcement are clearly less stringent in Malaysia 

when compared with Australia and the United States, but this may, to an extent, be 

compensated for by a stricter system of pre-approval of advertisements. The rationale for 

lesser monitoring may be that it is assumed that deception will be rectified before 

                                                        
150See [3.4.3.2] of Chapter 3.  
 
151 See [5.5.2.2] of Chapter 5 
 
152 See [5.5.2.2] of Chapter 5. 
 
153 See [4.3.2.4] of Chapter 4.  
 
154 See [3.4.3.2] of Chapter 3. 
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advertisements are published or broadcast through the system of pre-approval of 

advertisements. 

 

Regulatory controls in the three jurisdictions therefore have different strengths and 

weaknesses. Section [6.3.3.2] of the chapter analyses the strengths and weaknesses of 

the regulatory controls in the three jurisdictions, so that recommendations can be made to 

improve the regulatory process in Malaysia. 

6.3.3.2 An Evaluation of the Regulatory Controls in the Three Jurisdictions 

This section analyses the strengths and weaknesses of the three types of regulatory 

controls so as to suggest practical solutions to the problem of determining the best mix of 

regulatory strategies. It does so by examining the costs and benefits of the different types 

of regulatory control. Once the costs and benefits are analysed, this will enable us to make 

the appropriate recommendations to deal with the weaknesses in the Malaysian regulatory 

regime. Hence, each of the three regulatory controls, namely, the pre-approval of 

advertisements of medicinal products, the monitoring of violation of advertisements, and 

enforcement of violation of advertising laws are discussed immediately below.  

 (a) Pre-approval of Advertisements 

The Australian regime for pre-approvals of advertisements was reviewed in a report by 

Toogoolawa Consulting in 2002, known as the ‗Toogoolawa Report‘, as part of a process 

for determining whether to establish a new Trans-Tasman regulatory agency for the 

advertising of therapeutic products.155 Although it was eventually decided not to proceed 

with the proposed new agency, the analysis presented in the report remains useful in the 

examination of advertising pre-approvals. 

 

There are three important issues to consider in the analysis of a pre-approvals system: (1) 

the advertisements which should be subject to pre-approval; (2) the bodies who should be 

responsible for pre-approving advertisements and (3) the processes adopted for pre-

approving advertisements. 

                                                        
155 Toogoolawa Consulting Pty Ltd, Report of a Review of Advertising Therapeutic Products in Australia and 
New Zealand (November 2002). (‗Toogoolawa Report’) 
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First, in relation to the advertisements subject to pre-approvals, the Toogoolawa Report 

pointed out that, unless some distinction is drawn between products the advertising of 

which requires pre-approval from those which do not require pre-approval, the system 

would have too many advertisements to process, which would make regulation unwieldy 

and too costly.156 It is therefore important to establish some means for drawing this 

distinction. As the report went on to explain, given the objectives of regulating the 

advertising of medicinal products, the dividing line should be logically drawn on the basis of 

the degree of risk posed by the products, and not on the type of media used to advertise 

the products.  

 

After pointing out the complexities involved in distinguishing between products on the basis 

of risk, the Toogoolawa Report made the following observations, which emphasise the 

importance of understanding that pre-approvals are but one aspect of a comprehensive 

system of regulatory controls: 

 

… there is no definition that will achieve a perfect risk-based dividing line. 

However, putting a ―best initial effort‖ in place will be recommended on the basis 

that a robust complaints process and external auditing procedures would enable 

the … [regulator] … to assess whether the definition was allowing too many risk-

bearing advertisements to appear or requiring pre-approval for too many without 

significant risk.157  

 

No system for distinguishing advertisements that are subject to pre-approval from those 

that are not, including the regulatory distinctions drawn in Australia and the United States, 

is perfect. Nevertheless, this thesis considers that a best practice regulatory system should 

make a distinction on the basis of a risk-based analysis. Moreover, in doing so, it is 

important to take into account the ‗precautionary principle‘ referred to at [2.9.2], meaning 

that it matters relating to the protection of health and life, it is normally best to err on the 

side of caution. 

 

                                                        
156 Ibid 76. 
 
157 Ibid 78. 
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Regarding the regulatory bodies responsible for pre-approving advertisements, the 

Toogoolawa Report pointed out that there are inefficiencies involved in having multiple 

bodies responsible for pre-approvals for different products and different media. The 

existence of different regulators can, for example, lead to inconsistencies in decision-

making. The Report therefore recommended establishes a ‗one-stop-shop‘ for pre-

approving advertisements across all media.158 This thesis agrees that such a proposal 

would considerably simplify the regimes for pre-approving advertisements in both Australia 

and the United States, and result in cost-savings for both industry and regulators. 

 

While consolidating regulatory authority is desirable both in terms of consistency and cost-

effectiveness, this still leaves the mode of regulation for pre-approvals to be determined. 

As explained at [6.3.3.1] above, hybrid modes of regulation, such as co-regulation and 

enforced self-regulation, are generally to be preferred, as they can combine the best 

features of government regulation and industry self-regulation. As further explained at 

[6.3.3.2], particular features of the Malaysian regulatory system, including a relative lack of 

resources for government regulation and the need to develop a regulatory culture, suggest 

that co-regulation should be preferred in Malaysia. This would, for example, mean that the 

costs of employing staff to review advertisements could be borne by industry associations, 

which may be better equipped in terms of human and financial resources than the 

government. Moreover, a system of co-regulation may have a better chance of 

successfully controlling deceptive advertising as industry groups likely have a much better 

understanding of the issues and problems in the industry than does government. The 

integrity of a co-regulatory system is ensured because the system is backed by the force of 

law. Furthermore, the threat of litigation if rules are violated provides sufficient incentive 

needed for compliance with the law. Finally, to improve the efficiency of the regulatory 

processes, the Toogoolawa Report recommended that the regulatory responsible for pre-

approvals be given the ability to delegate certain decisions, especially in relation to lower 

risk products.159 This is certainly an option that may be worth exploring. 

 

As was further pointed out at [6.3.3.2], an important advantage of a system of co-

regulation, which involves ongoing collaboration between government and industry, is that 
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it may improve transparency in decision-making. This brings us to the processes adopted 

for pre-approving advertisements. In general, there are two common weaknesses in the 

systems for pre-approval of advertisements dealt with in the jurisdictions studied in this 

thesis: (1) a lack of transparency in decision-making; and (2) delays in the process of pre-

approval. Together these limitations seriously hinder adequate regulation of advertising of 

medicinal products.  

 

Transparency with regard to the types of claims that are approved and/or refused approval 

is thought to alert advertisers to the prohibited claims as well as, ultimately, to assist 

consumers. Transparency also ensures the accountability of decision-makers, and 

provides an educative role, as industry can closely observe the sorts of claims that are 

denied approval. As the Australian Toogoolawa Report pointed out: 

 

Consistency and transparency are accepted as very important criteria that must be 

met if any … advertising scheme is to be successful.160  

 

Whatever the mode of regulation that is adopted, there may be incentives for decision-

making not to be fully transparent. Governments, for example, may not wish information to 

be revealed that reflects a failure to adequately protect the health of their citizens. Industry, 

on the other hand, may be embarrassed by information revealed that tarnishes the 

reputation of firms, potentially leading to lower sales. The benefits of transparency, both in 

terms of ensuring consistent decision-making and the accountability of decision-makers, 

far outweigh any disadvantages. Consequently, it is essential for regulators responsible for 

pre-approval of advertising to publish full reasons for their decisions. As the reasons 

should be as widely available as possible, it would be helpful for them to be published on 

the Internet. Any commercially confidential information can, of course, be redacted.  

 

The other problem commonly identified with the processes for pre-approving 

advertisements for medicinal products is the duration of time taken to grant pre-approvals. 

Where pre-approval is not mandatory, prompt decisions are thought to encourage 

submission for review by advertisers. Moreover, as noted in [2.8.4.1], the main problem 

associated with delays in granting timely pre-approval is that a firm is prevented from 
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engaging in potentially beneficial activities, such as marketing valuable products, until the 

approval is granted. Any significant delay means lost productivity for the firm, and this can 

easily result in the firm by-passing pre-approval processes when they are not compulsory. 

On the other hand, rapid approvals may also be questionable, as it is possible that the 

advertisements may not be reviewed properly, meaning that false or misleading claims 

may reach consumers. The objective of pre-approval of advertisements in preventing or 

filtering deceptive claims so as to protect consumers therefore would not be achieved. 

Consequently, it is important for regulatory processes to be established which ensure 

timely decision-making, while not sacrificing the quality of decision-making.  

(b) Monitoring Violation of Laws 

Despite claims of active monitoring, the number of deceptive advertisements in all three 

jurisdictions has apparently not decreased.161 This clearly raises the question as to 

whether monitoring in any of the three jurisdictions has been effective. It has been noted 

that in all three jurisdictions, monitoring of violation of laws by industry or, as in Malaysia, 

by an independent body, is accepted as part of the overall strategy of regulating in a cost-

efficient manner. This section of the chapter therefore seeks to identify the role of 

monitoring as a regulatory control, and how this role can best be performed.  

 

As noted at [2.8.4.2], a system of monitoring violations is a common system of ex-post 

enforcement. As further noted, a distinction is drawn between passive monitoring, which 

relies upon complaints from consumers and competing companies, and proactive 

monitoring, which involves regular or sporadic checking of conduct. In general, proactive 

monitoring, whether it is regular or sporadic, is to be preferred to passive monitoring, as it 

is better for deceptive advertisements to be detected than to wait for consumers or 

competitors to complain. As with other regulatory controls, however, for proactive 

monitoring to be effective, sufficient resources – both human and financial – must be 

allocated. Moreover, it must be borne in mind that a system of monitoring can only be 

effective as a deterrent if it is accompanied by a stringent system of enforcement.162 

                                                        
161 See [3.4.3] of Chapter 3, [4.3.2.3] of Chapter 4 and [5.5.2.2] of Chapter 5. 
 
162 Robert Jackson and David Rosenberg, 'A New Model of Administrative Enforcement' (1983) 93 Virginia 
Law Review 1983, 1984-1985. 
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Finally, as noted at [2.8.4.2] the method suggested by Jackson and Rosenberg, namely, a 

system of selective monitoring accompanied by high penalties, is likely to be the most 

effective system of monitoring.163  

 

Monitoring is an essential part of on overall system of regulatory controls over advertising 

of medicinal products. This is because reliance on ex-ante pre-approval of advertising 

alone is likely to lead to under-deterrence. Likewise, reliance solely on passive monitoring, 

such as consumer complaints, is also likely to be less than effective. Applying the 

precautionary principle, it is important to ensure that all reasonable steps are taken to 

protect health and life. Nevertheless, applying cost-benefit analysis, important decisions 

need to be taken in relation to the amount of resources expended in monitoring 

compliance. As explained at [2.8.4.2], monitoring must be carried out cost-effectively. This 

certainly means that sufficient resources, both human and financial, need to be dedicated 

to monitoring. At the same time, the potentially high costs of ex-post enforcement 

strategies mean that these resources should not be at the expense of the resources 

needed for ex-ante pre-approvals. Finally, as further explained at [2.8.4.2], while 

monitoring increases the chances of harmful conduct being detected, its deterrence value 

depends upon the extent to which breaches are enforced. A balance must therefore be 

struck between the mix of regulatory strategies employed, including ex-ante pre-approvals, 

monitoring and enforcement. The next section of the chapter therefore addresses the 

issues involved in designing an effective system of enforcement.  

(c) Enforcement  

 As noted at [2.8.4.2], given its deterrent value, ex-post enforcement may well determine 

the success of regulation. A common perception of weaknesses in the regulation of 

advertising of medicinal products has been that the laws have been poorly enforced. This 

is especially the case where industry is involved with regulation, as it is perceived to have 

little independent incentive to impose harsh penalties. 

 

There are some particular features of the advertising of medicinal products that need to be 

taken into account in designing an enforcement regime. In particular, it is important to fully 
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understand the costs involved with enforcement strategies in this area. The nature of 

advertising is that it may create a lingering impression about the product that can continue 

to influence consumers even after advertisers cease to advertise.164 This means that it may 

be costly to correct this impression. On the other hand, as Craswell argues, removing a 

false claim from an advertisement also imposes costs, as it may also remove valuable 

consumer information, or create more confusion.165 Because different consumers draw 

different inferences from the act of removal from the residue of the advertisement (after the 

false claim is removed), and from the incorporation of any new information (corrective 

statements) or qualifying information (such as a disclaimer), there are bound to be some 

consumers who will benefit and others who will not.166 This suggests that enforcement 

cannot rely solely on removal of advertising or corrective statements and that, if these 

strategies are employed, care must be taken in their implementation. 

 

As explained at [2.7.2.3], a distinctive feature of enforced self-regulation is a pyramid-like 

system of enforcement, ranging from soft techniques of persuasion ranging to harsh 

enforcement strategies. This flexibility in choosing from a range of enforcement strategies 

allows for the escalation of enforcement depending upon the responses from those who 

have breached the law, thereby avoiding the need to make once-and-for-all choices 

between persuasion and punishment. As further explained, this flexible system of 

enforcement is likely to be more cost-effective than alternative enforcement strategies, as 

costs are likely to be lower at the persuasion end of the spectrum than the costs 

associated with punishment. 

 

Although this thesis has argued that it is premature for Malaysia to adopt a model of 

enforced self-regulation, given the difficulties encountered in enforcing advertising 

regulation in Malaysia it may be helpful to adopt some aspects of the tiered, or pyramid-like 

system of enforcement recommended by Braithwaite. As has been noted in this thesis, 

there has been a complete paucity of legal actions taken to the courts in Malaysia to 

enforce the medicinal advertising regulatory regime. A major consideration leading to this 
                                                        
164 Ronald A. Milzer, 'Corrective Advertising and the Limits of Virginia Pharmacy' (1979) 32(1) Stanford Law 
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regulatory failure is doubtless the high costs of bringing actions before the courts. As noted 

at [2.8.4.2] the decision to resort to judicial enforcement is usually considered the last 

option in an enforcement strategy because of the costs involved for regulators, consumers 

and courts. The cost of enforcement broadly includes the expenses of processing and 

prosecuting,167 as well as the cost of misapplication of law, convicting the innocent and 

deterrence of permissible behavior.168 Judicial enforcement is, accordingly, extraordinarily 

costly in terms of time and money.169 The time taken to deliberate a case is known to be 

long and tedious compared to out-of-court settlements or administrative enforcement.170 

Also, enforcement can be associated with hostility and lack of cooperation between the 

regulator and ‗the regulated‘. Additionally, harsh judicial enforcement can bring about 

undesirable negative consequences, such as closure of a business and loss of 

employment.171   

 

Taking into account all of these considerations, as well as the context of the relatively weak 

Malaysian enforcement regime, it would therefore seem to be both cost-effective, and 

effective in terms of increased deterrence, to introduce a flexible system of enforcement, 

which ranges from relatively soft persuasion to relatively harsh punishment. At the same 

time, given the resource constraints facing regulators in Malaysia, it is important that the 

complexity of any enforcement regime be minimized. Nevertheless, this should not prevent 

Malaysia from taking steps to devise a more effective enforcement strategy. At the lower 

end of the enforcement pyramid, it may be that techniques such as a formal system of 

warnings could be implemented. Associated with this, while bearing in mind the difficulties 

identified by Craswell with redressing deceptive advertising, would be a system of 

prohibiting advertisements and ordering corrective statements. Reliance on persuasion is, 

however, only likely to be effective if it is supplemented by the threat of harsher sanctions.  

 

                                                        
167 R.M. Brown, 'Administrative and Criminal Penalties in the Enforcement of Occupational Health and Safety 
Legislation' (1992) 30 Osgoode Hall Law Journal 692, 728. 
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At the next level of enforcement, then, it may be desirable to introduce a system of 

statutory undertakings by industry. If these are breached, or prove ineffective, then 

recourse would be needed to penalties in the form of fines, which must be set at a level 

sufficient to promote deterrence. Finally, the ability of the regulator to initiate proceedings 

before the courts to seek additional remedies, such as injunctions, must be preserved, 

although this should be the strategy of last recourse. Moreover, given the resource 

constraints faced by regulators in Malaysia, there would seem to be a role for judicial 

enforcement to be initiated by private parties, including industry competitors, who may well 

suffer harms from deceptive advertising by a member of their industry.  

 

While the introduction of a tiered, pyramid-like system of enforcement could, in its early 

stages, be subject to abuse, such as an over-reliance on ‗soft‘ enforcement, the longer 

term benefits may be significant. If the implementation of the system is appropriately 

monitored, and provided that there is sufficient commitment to the enforcement regime 

from both industry and government, it is likely to prove both more efficient and effective 

than alternative strategies.   

6.3.3.3 Recommendations for Malaysia 

The existence of a system of regulatory control over advertising does not necessarily mean 

that the control is fully exercised. Various factors, such as the differences in skills, 

expertise, the integrity of regulatory agency, the volume of advertisements reviewed and 

the technological development in the three jurisdictions, influence the outcome of 

regulation. Despite these differences, identification of factors which deter and/or facilitate 

effective and efficient regulatory control is important. The analysis in [6.3.3.2] identified the 

limitations in the three jurisdictions that hinder adequate regulation of advertisement of 

medicinal products and suggested how they may be addressed. This section provides 

specific recommendations to improve the existing regulatory system in Malaysia so as to 

achieve greater efficiency.  
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(a) Pre-Approval of Advertisements 

The analysis in [6.3.3.2] shows that a system of co-regulation like that in Australia may be 

appropriate for the regulation of advertisements of medicinal products in Malaysia. The 

issue is, however, whether such a system may be implemented in Malaysia.  

 

A system of pre-approval will be able to control deceptive advertising effectively if it is 

relatively simple and cost efficient. In Australia, as noted in [4.3.2.1], the system of pre-

approval is complex, complicated and inconsistent. The types of products as well as the 

medium of publication determine the agency responsible for pre-approval. Furthermore, 

not all advertisements that reach the public are pre-approved and therefore consumers are 

not protected from the harm that could arise from relying on false advertisements. In 

addition, there are costs and delay implications with two industry associations granting 

approvals for the same advertisement. Processes are duplicated when an advertiser of 

complementary medicines who wishes to advertise in both broadcast and mainstream 

media, is required to seek pre-approval from two agencies. These limitations have been 

raised and discussed in the Toogoolawa Report.172  

 

The system of co-regulation for pre-approval of advertisement, as in Australia, may 

nevertheless be adopted in Malaysia, and there are ways of addressing the limitations. 

Where there are limited staff and resources, engaging the services of an industry 

association or outsourcing the task of pre-approval of advertisements will assist in the 

efficient functioning of the system. The problems associated with the duplication of 

processes, such as delays and additional costs may be avoided by working together with a 

single industry. Here, the MAB may delegate the responsibility of pre-approval to an 

industry association, namely, the ASAM. As noted in [3.3.2.2], the ASAM, an industry 

association which prescribes standards to be complied with in respect to advertisements 

disseminated in print media, contains comprehensive rules governing the advertising of 

medicinal products and products that carry general health claims. It is likely to possess the 

relevant skills and expertise to carry out pre-approval on behalf of the MAB, which is 

understaffed and under-resourced and therefore is unable to carry out timely pre-

approvals. The problem of a lack of transparency in the system of pre-approval of 

advertisements may be addressed by adopting openness, as the United States has done. 
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Therefore, it is recommended that a system of pre-approval in Malaysia is pursued via a 

system of co-regulation. 

(b) Monitoring of Violations of Laws 

Malaysia exercises pre-approval of advertisements and thereby is able to prevent a 

fraction of deceptive advertisements from reaching the public; however, the system of pre-

approval is arguably inadequate given the increasing number of deceptive claims in 

advertisements. Therefore, it might be worthwhile to increase monitoring or to vary the 

form of monitoring so as to enhance the regulation of advertisements of medicinal 

products.  

 

Outsourcing the task of monitoring to industry associations, whilst maintaining the power to 

enforce regulations with government regulators, might be beneficial. Like the Therapeutic 

Goods Administration in Australia, the MAB may be authorized to delegate the 

responsibility of monitoring to industry associations such as the ASAM. The ASAM has 

already in existence a comprehensive set of rules, and the involvement of all industry 

players such as the advertisers, advertising agencies and the media in the drafting and the 

implementation of rules. Therefore, it may be presumed that this body is equipped with 

knowledge regarding the activities of the members of the industry and may be entrusted 

with the task of monitoring violations of laws.  

(c) Enforcement  

Imprisonment is argued to be a more costly alternative to monetary sanctions because it 

utilizes resources. Monetary sanctions, on the other hand, are argued to be costly because 

they cause over-deterrence. However, the issue is how much deterrence of the prohibited 

act will be achieved from monetary sanctions or imprisonment. If the amount of the fine is 

small, the offender may not be adequately deterred, but if the sanction is high, there is the 

possibility of over-deterrence. In this regard, enforcement which is practiced via the system 

of enforced self-regulation is seen to be appropriate. The question is whether Malaysia has 

the resources and capacity to carry out such a form of regulation or there are other cost-

effective measures to resolve this.  
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Implementation of enforced self-regulation involves high costs. In addition, they must also 

be an industry association that possesses skills, expertise, knowledge, funding and 

experience, as well as the willingness on the part of the industry association to participate 

in such a form of regulation. As noted at [2.7.2.3], negotiations and consultation so as to 

reach a desired outcome is a primary factor in this form of regulation. A proposal would 

have to be made to industry associations to determine their willingness to adopt this form 

of enforcement. Nevertheless, the system of enforced self-regulation, if it is implemented 

and sufficiently monitored, can prove to be both effective and cost-effective in the long run. 

Costs are likely to be lower at the persuasion stages than the costs associated with 

imprisonments and hefty fines.  

 

Therefore, under these circumstances, the suggestion is that Malaysia considers 

implementing some aspects of tiered system of regulation. The recommendation is that 

Malaysia implements a system of co-regulation. In this system, both industry and 

government are responsible for enforcements, with overriding enforcement mandated by 

the government. Malaysia would then retain its current judicial enforcement, but improve its 

control by varying the types of punishments and/or increasing the amounts of fines. At 

present, corrective advertising is not ordered in Malaysia, and the same may be proposed. 

Morrison has convincingly made the case that advertising related to drugs and health 

related products used by consumers should be taken seriously and that courts should 

order corrective advertising if there has been false advertising.173 This form of advertising 

is considered relatively appropriate compared to the ‗cease and desist‘ or retraction, 

because with the latter, what is controlled is only deceptiveness in current advertising; it 

does not eliminate the lingering effects that remain after the advertisement is removed.174 

Therefore, an approach that removes or minimizes the impact of false information 

effectively is presumed appropriate for the regulation of deceptive claims in advertisements 

of products of high risk. In view of the limited resources available in Malaysia, corrective 

advertising, even if it is sparingly utilized, may prove to be of significant value in regulating 

advertising practice.  

                                                        
173 Thomas C Morrison, 'Corrective Advertising as a Remedy for the False Advertising of Prescription Drugs 
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174 Ronald A. Milzer, 'Corrective Advertising and the Limits of Virginia Pharmacy' (1979) 32(1) Stanford Law 
Review 121, 122-123. 



Chapter 6 – A Comparative Legal Analysis of the Regulation of Advertising of Medicinal Products 

 332 

6.3.4. Comparative Analysis of the Regulation of Products Classified as Medicinal 

Products  

A comparative analysis of the regulation of advertising of medicinal products in the three 

jurisdictions discloses how each regime deals with the challenges posed by the regulation. 

It provides a new perspective on how to deal with constraints and limitations, and on how 

to improve the existing regulation.  

 

It has been noted that the three jurisdictions use varied approaches in their regulation of 

advertising of medicinal products and thereby are challenged differently. Despite these 

varied approaches, an analysis on how the existing regulation of advertisements of 

medicinal products can be improved was carried out. This was possible because the 

aspects of regulation which were identified and compared, provide the understanding of 

the fundamentals of regulating advertising of medicinal which policy makers can employ 

when designing the system of regulation. This section of the chapter evaluates the 

comparative analyses carried out in the preceding section, [6.3.3]. The primary objective is 

to synthesis the regulation in the three jurisdictions and to provide a conceptual framework 

for the regulation of advertisements of medicinal products in Malaysia.  

6.3.4.1 The Regulation for Advertising of Medicinal Products in Malaysia 

Although a divergent regulatory approach for regulating the advertisements of medicinal 

products was noted, some aspects of regulation were found consistent in the three 

jurisdictions.  

 

The three jurisdictions, to a large extent, have detailed and comprehensive rules to 

governing the advertising of medicinal products, but these rules have not been able to halt 

the proliferation of deceptive claims in advertisements. It has been argued that the rules in 

Malaysia were designed in a manner that protects industry rather than consumers. The 

Medicines (Advertisement and Sale) Act 1956 (Malaysia) has comprehensive regulations 

concerning the types of activities that are prohibited, or the requirements to be fulfilled with 

regard to advertising; however, the Medicines (Advertisement and Sale) Act 1956 

(Malaysia) fails to provide severe punishments to prevent deceptive advertising from 

occurring. Instead, it has a broad defence clause and thereby excludes the application of 
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the Act in relation to common misconduct. Therefore, while the rules appear to be detailed 

and comprehensive on paper, in effect, there are various loopholes that prevent adequate 

regulation of the advertising of medicinal products. It is suggested that the Medicines 

(Advertisement and Sale) Act 1956 (Malaysia) be revised to implement the following 

changes:  

 the fines should be increased and the types of sanction are varied to 

include corrective advertising and  

 the regulator should be given a wider discretion which includes the 

authority to delegate regulatory tasks to industry association.  

 

In addition to these changes in the Medicines (Advertisement and Sale) Act 1956 

(Malaysia), a two tiered system, in particular co-regulation which permits the use of a 

combination of statutory law, regulations and industry guidelines, should be implemented. 

The flexibility found in self-regulation, namely, the ability to adapt to changes in economic, 

social and technological advancement is more fully found in a system of co-regulation. 

Therefore, the suggestion is that Malaysia implements a system of co-regulation with 

respect to implementation of rules in the regulation of advertising of medicinal products, as 

in Australia. 

 

Whilst rules are an important consideration, they cannot be evaluated in isolation from 

other aspects of control. Therefore, an analysis of the regulatory control in the legal system 

is carried out so as to establish a comprehensive insight into the system of regulation. The 

regulatory controls in the three jurisdictions have varied drawbacks and limitations. 

Although regulatory functions are essentially the functions of government regulators, 

certain jurisdiction (namely, Australia) entrust regulatory tasks such as the pre-approval of 

advertisement and complaint handling to industry self-regulation, thereby easing the 

burden on government regulators. In Australia, the government regulator, the Therapeutic 

Goods Administration, assumes a close working relationship with industry associations, the 

ASMI and the CHCA, who are given the right to directly influence the regulation of 

advertising.175 In the United States, moderate intervention by industries is allowed in the 

regulation, while principal controls are held by the government regulators, the FDA and the 

                                                        
175 See [4.3] of Chapter 4. 
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FTC.176 In contrast, in Malaysia, control is held by the government regulatory agency, the 

MAB; intervention by industry in regulation is negligible.177 The government allows limited 

intervention from self-regulatory organizations such as the ASAM; however, because 

ASAM operates on the concept of voluntary participation of members, compliance may not 

be expected from those who are non-members.  

 

Therefore, with regard to regulatory control, a factor which is important for effective 

regulation of advertising of medicinal products is greater participation from industry 

associations in the regulation, in particular, with regard to pre-approval of advertisements 

and monitoring.  

 

Below is a summary of recommendations with regard to how the regulatory controls can be 

improved: 

 

 The existing Malaysian system of mandatory pre-approval of advertisements for 

medicinal products which are disseminated in all media is to be maintained 

 Multiple bodies responsible for pre-approval of advertisement have been found to 

be ineffective and costly, and therefore pre-approval of advertisement by a single 

body to be considered 

 The hybrid system of regulation, namely co-regulation for pre-approval of 

advertisement and monitoring is noted to be cost-effective and therefore the 

possibility of delegating the task of pre-approval of advertisement and monitoring 

to industry association to be considered. 

 There is to be full transparency with regard to the types of advertisements which 

are pre-approved and refused approval, as well as their reasons 

 Proactive monitoring which is accompanied by sanctions which are sufficient to 

promote deterrence to be considered 

 The existing system of enforcement to be reformed to a system of co-regulation. 

However, Malaysia should improve its control by varying the types of punishments 

and/or increasing the amounts of fines. The types of sanctions should include 

                                                        
 
176 See [5.5.2.1] of Chapter 5. 
 
177 See [3.4.1] of chapter 3.  
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corrective advertising for high risk products and fines at a level which is sufficient 

to deter deceptive advertising.  
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6.4 CONCLUSION  

This chapter compared the regulation of the advertisement of medicinal products in 

Malaysia with that in the United States and Australia. The analysis presented in the chapter 

provided the basis for recommendations for reforming the regulation of advertising of 

medicinal products in Malaysia. The chapter examined the advertising regulation of two 

categories of products, which are referred to as medicinal products in this thesis. It 

examined the regulation of advertising of prescription drugs in [6.2], and the regulation of 

the advertising of non-prescription drugs and health related products (HRPs) in [6.3]. 

 

The objective in this chapter was to enable two determinations: (1) whether DTCA of 

prescription drugs should be permitted and regulated in Malaysia and (2) what the 

appropriate mode of regulation would be for the advertising of non-prescription drugs and 

HRPs, both of which is permitted, so as to ensure that consumers are adequately 

protected from deceptive advertising.  

 

The analyses in [6.2.4.3.] and [6.2.4.4.] revealed that it is practical for Malaysia to continue 

the ban on DTCA of prescription drugs. The arguments found against DTCA of prescription 

drugs outweighed those in favour. The economic analysis exposed the infeasibility of 

Malaysian regulation in addressing concerns that may arise from allowing DTCA of 

prescription drugs. The United States‘ experience and challenges in the regulation of 

DTCA of prescription drugs through its dissemination and detailed studies on the subject 

by Australia further supports that Malaysia should not permit DTCA of prescription drugs.  

 

For non-prescription drugs and HRPs, the analysis at [6.3] showed that it is desirable for 

Malaysia to reform some aspect of the existing regulation, so as to ensure that consumers 

are adequately protected against deceptive advertising of medicinal products. It was 

determined that existing traditional command and control mode of regulation should be 

changed to mode of co-regulation, for effective regulation. This change was to be with 

regard to: (1) use of rules in the regulation of advertising of medicinal products and (2) 

regulatory controls such as pre-approval of advertisements, monitoring of infringements 

and enforcement employed in the regulation. The existing system of classification where 

no exemptions are given for therapeutic claims carried on advertisements of medicinal 

products is, however, to be maintained.  
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The paragraph below sets out the recommendations made in this chapter.  

 

The existing Malaysian system of classification of medicinal products, where exemptions 

are not granted for therapeutic claims carried on advertisements of medicinal products, is 

to be maintained. It was decided that it is better to err on the side of caution and disallow 

exemptions to medicinal products given that the potential harm which results from using 

unsafe products is higher than the regulatory costs of ensuring their safety and efficacy. 

Therefore, it is determined that all medicinal products are subject to a process of scientific 

testing for safety and efficacy before they are distributed to the public. 

 

With regards to advertising rules, it was suggested that Malaysia, which relies on 

government made rules, should use an appropriate mix of rules that are simple, 

transparent and accessible. Malaysia had insufficient opportunity (and is still continuing) to 

develop the common law and, therefore, it was recommended that Malaysia considers the 

use of informal rules such as industry guidelines or codes of practices in the regulation of 

advertising of medicinal products. The key recommendation is that Malaysia adopts a 

regulatory framework that includes industry participation in the regulation. A shared effort 

with an industry association, such as ASAM, in the formulation and implementation of rules 

would be appropriate given the lack of resources available for the government to carry out 

effective regulation. It was, however, suggested that co-regulation is more suitable in the 

Malaysian context than enforced-self regulation, since the success of enforced self-

regulation largely depends on the extent to which industries are able and willing to 

cooperate with regulators to ensure that rules are complied with. It also requires sufficient 

resources (within the industry) to effectively implement the system. Co-regulation, on the 

other hand, retains government control over enforcement, while transferring some of the 

costs of regulation to industry.  

 

The regulatory controls, which consist of a system of pre-approval of advertisement, 

monitoring of infringements and enforcement, was analysed in terms of their effectiveness 

in controlling deceptive advertising. Having explored the limitations in the system of pre-

approval, the following suggestions were made that: (1) the existing Malaysian system of 

mandatory pre-approval of advertisements for medicinal products, which are disseminated 

in all media, is to be maintained; (2) pre-approval for advertisements should be granted by 
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a single body as opposed to multiple bodies; (3) the hybrid system of regulation, namely 

co-regulation for pre-approval of advertisement is noted to be cost-effective, and therefore 

the possibility of delegating the task of pre-approval of advertisement to an industry 

association, such as ASAM, should be considered; (4) transparency with regard to the 

types of advertisements which are pre-approved and refused approval, as well as their 

reasons should be practised (this is believed to be necessary to ensure that there is 

accountability in the actions taken, which is noted as crucial for effective regulation); and 

(5) whilst rapid approvals have the potential for improper reviewing it is recommended that 

advertisements are reviewed properly and approvals are given without delay. Prompt 

approvals were seen as an incentive to advertisers to comply with the system of pre-

approval of advertisements.   

 

Monitoring is essential as it enables regulators, upon detecting violations, to take steps to 

prevent dissemination of deceptive advertising. Therefore it is suggested that proactive 

monitoring, which is accompanied by sanctions that are sufficient to promote deterrence, 

should be considered. It is proposed that monitoring by regulators should be supplemented 

by industry monitoring so as to ensure that violations are detected in a timely manner. This 

can be carried out cost-effectively under a system of co-regulation. 

 

The existing system of enforcement should be changed to a system of co-regulation. With 

co-regulation, both industry and the government are responsible for enforcement, but the 

government has the overriding control. The types of sanctions should be varied to include 

corrective advertising for high risk products, and fines should be increased to a level which 

is sufficient to deter deceptive advertising. Given Malaysia‘s resource constraints, a system 

of co-regulation as opposed to enforced self-regulation was decided to be appropriate. A 

system of enforced self-regulation, where persuasion is initially used to encourage 

compliance, and harsh punishments are resorted to when soft techniques fail, was noted 

as effective for the regulation of advertising of medicinal products. However, there are 

relatively high costs involved in implementing enforced self-regulation and Malaysia is not 

currently equipped to implement this system. Therefore, it was suggested that co-

regulation should be adopted.  
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CHAPTER 7  

THESIS FINDING 

7.1 INTRODUCTION 

The regulation of advertising of medicinal products is an important aspect of consumer 

protection. Consumers need to be protected from misleading advertisements of medicinal 

products because reliance on such advertisements causes consumers not only financial 

harm, but also physical and, potentially, psychological harms. This thesis has compared 

and evaluated the regulation of advertising of medicinal products in three jurisdictions and 

provided suggestions to reform the existing regulation of advertising in Malaysia. This is 

the first study to have comprehensively analysed the regulation of advertising of medicinal 

products in Malaysia. It is also the first comparative study of the regulation of the 

advertising of medicinal products in Malaysia, Australia and the United States. 

 

This thesis was prompted by concerns about the apparent proliferation of deceptive claims 

in advertisements for medicinal products in Malaysia. The main objective of the thesis was 

to evaluate the adequacy of the regulation of advertising of medicinal products in Malaysia, 

with a view to making recommendations for improving the Malaysian regulatory regime. In 

pursuing this objective, this thesis has emphasised the features that distinguish the 

advertising of medicinal products from advertising of other products. Medicinal products 

are consumed for particular health purposes, namely to improve health, to reduce pain and 

suffering, or to prevent diseases or premature death. Hence, deceptive claims with regard 

to safety and effectiveness, which are carried in advertisements for such products, can 

have a potentially severe effect on public health. For example, false and misleading claims 

with regard to the effectiveness of products may result in consumers relying on unsafe or 

ineffective products, potentially at the expense of products which effectively treat or cure 

illnesses. As explained in chapter 2, this suggests that policy prescriptions should take into 

account the precautionary principle, meaning that where risks to health are high, it is better 

to err on the side of caution.   
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The importance of ensuring an effective regime for the regulation of advertising of 

medicinal products is only likely to increase. For example, the literature in this area shows 

that the pharmaceutical industry has entered a period of remarkable change.1 There has 

been an increase in pharmaceutical advertising and, consequently, of sales in response to 

advertising. However, as sales increase, the regulatory approval times appear to have 

lengthened, monitoring has become more limited, and the costs of enforcement have risen.  

Moreover, there is the looming problem of how to regulate advertising of medicinal 

products by means of the Internet. 

 

This thesis has responded to these challenges by conducting a fundamental review of 

regulation in this important area, by reference to the main objectives of regulating the 

advertising of medicinal products. By reviewing the regulation of advertising of medicinal 

products by reference to the first principles of designing a best practices regulatory regime, 

the thesis has developed recommendations for fundamental reforms of the Malaysian 

regulatory regime. 

 

This chapter summarises the research undertaken in this thesis, including the methodology 

applied, the main arguments presented and the main research findings.   

 

 

 

 

                                                        
1 Marvin M.Lipman, 'Bias in Direct-To-Consumer Advertising and Its Effect on Drug Safety' (2006) 35 Hofstra 
Law Review 761; Marshall B Kapp, 'Drug Companies, Dollars, and the Shaping of American Medical 
Practice' (2005) 29 Southern Illinois University Law Journal 237; Marshall H. Chin, 'The Patient's Role in 
Choice of Medications: Direct-to-Consumer Advertising and Patient Decision Aids' (2005) 5 Yale Journal of 
Health Policy, Law and Ethics 771; Julie Donohue, 'A History of Drug Advertising: The Evolving Roles of 
Consumers and Consumer Protection' (2006) 84(4) The Milbank Quarterly 659; Barbara Mintzes, et al., 'How 
Does Direct-to-Consumer Advertising (DTCA) Affects Prescribing? A Survey in Primary Care Environments 
With and Without Legal DTCA' (2003) 169(5) Canadian Medical Association Journal, 405. 
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7.2 THE METHODOLOGY  

This section of the chapter recapitulates the methodology employed in this thesis in order 

to reach reasoned conclusions on the recommendations made for reforming regulation in 

Malaysia. 

7.2.1 Comparative Study 

This thesis conducted a comparative legal analysis of the regulation of advertising of 

medicinal products so as to learn from the experiences of developed countries, specifically 

Australia and the United States, that have developed best practice means to address the 

problems posed by deceptive advertising. Australia and the United States were selected 

for inclusion in the study, as both have accumulated considerable experience in the 

regulation of advertising of medicinal products. Moreover, there have been significant 

reviews of the regulatory regimes in each of those jurisdictions, as well as a considerable 

secondary literature examining issues relating to the regulatory regimes in the two 

jurisdictions. Finally, as both Australia and the United States are common law jurisdictions, 

it has been assumed that analysis of the regulatory regimes in these jurisdictions has 

particular relevance to Malaysia.   

 

Although there are some common features of the regulatory regimes in Australia and the 

United States, there are also some significant differences. For example, while DTCA of 

prescription drugs is permitted in the United States, it is prohibited in Australia. Moreover, 

while Australia has adopted a system of co-regulation, the United States relies almost 

entirely on government regulation, with some elements of self-regulation. The analysis 

undertaken in this thesis has effectively compared the regulatory regimes in Australia and 

the United States, explaining why particular aspects of these regimes may be preferred. 

But in undertaking this analysis, the thesis has explained the utmost importance of taking 

into account particular features of the context of regulation in Malaysia, which mean that 

aspects of the Australian and American regulatory regimes cannot simply be transplanted 

to Malaysia. First, it is important to understand that there has been much less experience 

in designing and implementing regulatory regimes in Malaysia than in either the United 

States or Australia. This suggests that caution is required in adopting regulatory 

innovations until Malaysia takes steps to develop an effective regulatory culture. Second, 
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some inadequacies of the regulatory regime in Malaysia can be attributed to a lack of 

experience with the regime. For example, there are some uncertainties concerning the 

interpretation of key legislation such as the Medicines (Advertisement and Sale) Act 1956 

(Malaysia), as a result of the lack of legal precedents in this area. Third, there are scarce 

government resources that are able to be allocated to the regulation of advertising in 

Malaysia. These significant resource constraints are an important consideration to take into 

account in formulating any recommendations for a Malaysian regulatory regime.        

7.2.2 Economic Analysis 

In addition to the comparative legal analysis undertaken in this thesis, the 

recommendations made in the thesis have been based on an economic analysis of the 

regulatory regimes. An economic analysis has been conducted because, as explained in 

chapter 2, regulation essentially involves an intervention in the market. As noted at 

[2.4.1.2], the main rationale for regulating in the public interest is market failure. As further 

noted at [2.5.2.2], the main economic rationale for regulating deceptive advertising is the 

information asymmetry between industry and consumers, meaning that consumers do not 

have sufficient information to be able to adequately assess the claims made in medicinal 

advertising. 

Although there is a need for regulation to address the problem of deceptive advertising of 

medicinal products, not all regulation is desirable. As explained at [2.9], inappropriate 

regulation can lead to either over-deterrence or under-deterrence. As further explained, an 

economic analysis, such as cost-benefit analysis or cost-effectiveness analysis, is 

essential in order to determine the appropriate level of regulation. As noted at [2.9.2], this 

involves balancing the advantages of protecting consumers from deceptive or harmful 

regulation against the costs of regulation. Applying this to the regulation of advertising of 

medicinal products, this thesis has emphasised the importance of applying the 

precautionary principle, so as to take into account the potential for tragic consequences to 

health or life. The application of this framework of analysis leads to important conclusions, 

such as that there is good case for prohibiting advertising to consumers of some medicinal 

products, particularly those that represent a high health risk. The analysis introduced in 

Chapter 2 of the thesis was applied to particular issues in the regulation of advertising of 

medicinal products in Chapter 6, so as to lead to the main findings of this thesis, which are 

explained immediately below. 
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7.3 THESIS FINDING  

7.3.1 The Research Questions and Objectives  

The fundamental question in this thesis was: how, in certain respects, the existing system 

of regulation of advertising of medicinal products can be improved so as to ensure that 

consumers are adequately protected against deceptive claims in advertisements? The 

subsidiary questions that were intended to facilitate the answering of the main question 

include:  

 

 What are the strengths and weaknesses in the current system of regulation of 

advertising of medicinal products in Malaysia? 

 What are the challenges faced in the regulation of advertising of medicinal 

products and how the challenges are addressed by Australia and the United 

States?  

 Based on a comparative analysis between Australia, the United States and 

Malaysia, how can the regulation of the advertising of medicinal products in 

Malaysia be improved? 

 How can the regulation of advertising of medicinal products be carried out 

cost-effectively? 

 

The objective of the thesis has been to enable Malaysia to make two determinations: 

 

 First, should Malaysia permit direct-to-consumer advertising (DTCA) of 

prescription drugs or should Malaysia continue its ban on DTCA of 

prescription drugs?  

 Second, what form of regulation should Malaysia adopt with regard to the 

regulation of advertising of non-prescription drugs and HRPs both of which 

is permitted, so as to ensure that consumers are adequately protected 

from deceptive advertising?  

 

This study has presented a detailed analysis of the mechanism used for regulation of 

advertising of medicinal products. Attention has been drawn to the strengths as well as to 
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the inadequacies, ambiguities and deficiencies in the system of regulation of advertising of 

medicinal products in the three jurisdictions, which Malaysia can consider when 

determining an appropriate form of regulation. The findings are given immediately below. 

7.3.2 Thesis Findings 

The key analysis in the thesis has been with regard to how to enable Malaysia to make two 

determinations. In attempting to do so, the following main aspects of the respective 

regulatory regimes were explored: the regulation of direct-to-consumer advertising (DTCA) 

of prescription drugs; the classification of products as medicinal products in the respective 

regulatory regimes; the modes of regulation adopted in the regulation of advertising and 

the respective systems of regulatory controls, including pre-approvals of advertisements, 

monitoring of infringement; and the enforcement regime. The determinations and the 

recommendations with respect to each of these aspects are given immediately below.  

7.3.2.1 Recommendation 1 

Malaysia should continue its ban on DTCA of prescription drugs. It has been found that the 

costs of permitting DTCA of prescription drugs far outweigh the benefits which can be 

derived. The potential harm which may be incurred from DTCA of prescription drugs, as 

well as the costs involved in preventing the harm, is far more detrimental than the benefits 

which it brings. Malaysia, which is not sufficiently equipped to deal with problems that arise 

from deceptive advertising of medicinal products, will not be able to address issues that 

arise from deceptive advertising of prescription drugs. Its existing system of regulation of 

advertising of medicinal products cannot be relied on, as it has loopholes and deficiencies 

which hinder adequate regulation, and these have yet to be addressed. As noted in 

[3.3.1.1], for example, the sanctions imposed and the types of sanctions ordered are 

insufficient to deter deceptive advertising, prosecutions require sanctions by the public 

prosecutor, and the defence clause in the Medicines (Advertisements and Sale Act) 1956 

(Malaysia) is so wide that advertisers are generally able to escape liability. Furthermore, as 

noted in [4.4], Australia, which is better equipped and experienced in the regulation of 

advertising of medicinal products than Malaysia, and which has conducted detailed studies 

on viability of DTCA of prescription drugs, has favoured retaining the prohibition. In 

essence, in Australia it has been found that the costs of prohibiting DTCA of prescription 
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drugs are lower than the cost of regulating it through its dissemination. Malaysia, which has 

not had the opportunity to conduct similar studies, can rely on the analysis in these 

comprehensive studies to support its stance to continue its ban on DTCA of prescription 

drugs.  

7.3.2.2 Recommendation 2  

The advertising of non-prescription drugs and HRPs, both of which is permitted, is to be 

continued. However, some aspects of its regulation need to be reformed so as to provide 

better protection to consumers against deceptive advertising of medicinal products. The 

existing system of classification of medicinal products, where Malaysia does not permit the 

exemptions of products found in Australia and the United States is to be maintained. 

However, the manner in which the advertising of non-prescription drugs and HRPs is 

regulated needs to be reformed. It is proposed that the mode of regulating the advertising 

of medicinal products, which is command and control, should be reformed to a system of 

co-regulation. 

 

The paragraphs below set out the recommendations made with regard to the aspects of 

regulation that were analysed for the purposes of determining how the advertising of non-

prescription drugs and HRPs can be carried out effectively so as to ensure that consumers 

are adequately protected. The first task was to determine the types of products that should 

fall within the classification of medicinal products. This is followed by recommendations 

with regard to the use of rules in the regulation of advertising of medicinal products, and 

the regulatory controls that should be employed in the regulation. 

7.3.2.3 Recommendation 3  

It is argued that because Malaysia may have limited experience in determining the types of 

products which can be exempted from the classification of medicinal products, and that its 

regulatory approval process is relatively less costly than its process of assessing 

exemptions for medicinal products, that it is better to disallow exemptions to the 

classification of products as medicinal products. Furthermore, there is less access to health 

care for the general population in Malaysia, and therefore consumers who are harmed by 

unsafe medicinal products may not be able to obtain immediate medical attention. It is 
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therefore recommended that there should be no exemptions from classification as 

medicinal products, meaning that all such products remain subject to a process of scientific 

testing for safety and efficacy before they are distributed to the public. 

7.3.2.4 Recommendation 4  

With regards to advertising rules, it was found that, although a combination of rules can 

enhance compliance, Malaysia employs the fewest kinds of rules in regulating advertising 

of medicinal products, essentially relying on government made rules. Moreover, Malaysia 

has had insufficient opportunity to develop the law in this area, since no cases involving 

advertising of medicinal products have come before the courts. Further, Malaysia has yet 

to rely on industry guidelines to govern the advertising. Therefore, it is recommended that 

Malaysia consider the use of an appropriate mix of rules which are simple, transparent and 

accessible. It is also suggested that Malaysia adopts the use of informal rules, such as 

industry guidelines or codes of practices, in the regulation of advertising of medicinal 

products. In other words, the thesis recommends that Malaysia adopts a regulatory 

framework that includes industry participation.  

 

It has also been noted that the capacity of the Malaysian regulator, the MAB, needs to be 

strengthened. Linked to a lack of financial resources, is the lack of sufficient staff to carry 

out the required regulatory tasks. It was noted that co-regulation, as opposed to enforced 

self-regulation, would be appropriate given the lack of experience, training and human 

resources to engage in constant negotiation with the industry in a system of enforced self-

regulation. Moreover, the success of enforced self-regulation depends largely on the extent 

to which industry is able and willing to work with regulators to ensure that rules are 

complied with. In the circumstances, the system of co-regulation was considered as a 

practical option for Malaysia. 

 

The regulatory controls, which consist of a system of pre-approval of advertisements, 

monitoring of infringements and enforcement, was analysed in terms of their effectiveness 

in controlling deceptive advertising. It was found that these three controls have varied 

strengths and weaknesses. Nevertheless a single solution, such as an adoption of a 

system of co-regulation, has the potential to significantly improve the Malaysia regulatory 
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regime. The paragraph below details the recommendations made with regard to each of 

the regulatory controls.  

7.3.2.5 Recommendation 5 

With regard to system of pre-approval of advertisements, the following recommendations 

are made that:  

(1) the existing Malaysian system of mandatory pre-approval of 

advertisements for medicinal products which are disseminated in all media 

is to be maintained. It was based on the precautionary principle that when 

it concerns health and life, it is better not to risk harm;  

 

(2)  multiple bodies responsible for pre-approval of advertisement have been 

found to be ineffective and costly, and therefore pre-approval of 

advertisement to be granted by a single body;  

 

(3) the hybrid system of regulation, namely co-regulation for pre-approval of 

advertisement is cost-effective method. The MAB, which grants pre-

approval, is understaffed and therefore delegating the task of pre-approval 

of advertisements of medicinal products which are low risk may allow MAB 

more time to focus on proper reviews and prompt pre-approvals of high 

risk medicines;  

 

(4) there is to be transparency with regard to the types of advertisements 

which are pre-approved and refused approval, as well as their reasons. 

This is believed to ensure that there is accountability in the actions taken, 

which is noted as crucial for effective regulation and  

 

(5) advertisements must be reviewed properly and approvals must be given 

without delay. Prompt approvals were seen as an incentive to comply with 

system of pre-approvals.  
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7.3.2.6 Recommendation 6   

With regard to monitoring, it was decided that monitoring by industry should be encouraged 

and that proactive monitoring which is accompanied by sanctions which are sufficient to 

promote deterrence to be considered. It is proposed that monitoring can be carried out 

cost-effectively under a system of co-regulation. For example, monitoring costs can be 

expected to be low for industries when securing information about members and their 

activities.  

7.3.2.7 Recommendation 7 

With regard to enforcement, it was decided that the existing system of enforcement, which 

is government regulation is replaced by a system of co-regulation. Co-regulation will 

ensure that both industry and the government are responsible for enforcement, but the 

government will have the overriding mandate. Although a system enforced self-regulation 

where persuasion is initially used to encourage compliances and escalating to harsh 

punishments when soft technique fails, was noted as an effective system of regulation, 

upon an analysis in the Malaysian context, the system proved to be impractical for 

Malaysia. The system cannot be implemented without an occurrence of high costs and 

large resources. Nevertheless the doors to this option are not to be shut and the option 

may be revived in the future.  

 

 

Recommendations 2, 4 and 5 discussed above are suitable for a long term resolution. 

Recommendations 8 and 9 set out the short term solution to the problem of advertising of 

medicinal products in Malaysia.  

7.3.2.8 Recommendation 8 

It is recommended that as an initial step, the deficiencies in the Medicines (Advertisement 

and Sale) Act 1956 (Malaysia) should be addressed. The Medicines (Advertisement and 

Sale) Act 1956 (Malaysia) currently has several loopholes, which hinder adequate 

regulation. It has been noted, that the fine imposed under the Act for non-compliance with 

the Act is minimal. As seen at [3.3.1.1], the fine ranges from RM3,000.00 or less, or 
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imprisonment for a year, or both for first offenders, to an amount not exceeding 

RM5,000.00 or two years imprisonment for subsequent convictions.  It is, therefore 

suggested that the fines which may be imposed should be increased. It is also noted that 

the defence set out in section 5 of Medicines (Advertisement and Sale) Act 1956 

(Malaysia) is too broad. As a result, advertisers or manufactures, who advertise medicinal 

products to categories of persons allowed under the law, have been able to escape liability 

when their advertisements are also viewed by the public. As noted at [3.3.1.1], 

advertisements in pamphlets and brochures, which are intended for members of the 

medical profession, are placed in spots where the public is able to view them.  It is, 

therefore, suggested that an ‗exception' is created in the Act, where advertisers or 

manufacturers can be considered liable for the advertising of medicinal products in the 

pamphlets and brochures. A claim could then be brought by a consumer who has been 

misled by advertisements found in the pamphlets and brochures. This, in essence, would 

ensure that advertisements of medicinal products are strictly confined to the members of 

the medical profession and not available to the public. Further, it has been noted that the 

requirement under section 6F (1) of Medicines (Advertisement and Sale) Act 1956 

(Malaysia), namely that the previous sanction of the Public Prosecutor must first be 

obtained before an action can be brought to court, has been argued to cause delays in the 

legal process.  It is, therefore, suggested that this requirement be removed so as to enable 

actions to be processed in a speedier manner.  

7.3.2.9 Recommendation 9 

Consumers who have been misled by deceptive advertisements may either bring an action 

in court under the Consumer Protection Act 1999 (Malaysia) or file a claim with the 

Tribunal for Consumer Claims. Most have preferred the Tribunal for Consumer Claim 

because of the cost involved with legal processes. Courts, and the cost of engaging a 

lawyer can cost up to RM5,000.00. Hence claims not exceeding RM25,000.00 are heard in 

the Tribunal for Consumer Claim. It has been noted, however, at [3.3.1.3 ], that claims 

regarding medicinal products are not within the scope of the term ‗goods‘ and therefore fall 

outside the Consumer Protection Act 1999 (Malaysia). It is, therefore, suggested that the 

meaning of the term ‗goods‘ is broadened so as to include medicinal products. 
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7.4 LIMITATIONS AND CHALLENGES IN THE STUDY 

A comparative analysis of the regulation of advertising of medicinal products in the three 

jurisdictions shed light on how each nation deals with the challenges posed by the 

regulation. It provided a perspective on how to deal with constraints and limitations found in 

such regulation. However, there are limitations in the study which hindered a 

comprehensive analysis. The study faced challenges which were ordinarily found in a 

comparative study.  

 

Comparing diverse way of dealing with similar problem shows how problems can be 

addressed in more than one way, but identifying exact comparable measurements or 

yardsticks proved impossible. Even if it were possible, it was not feasible to obtain an exact 

yardstick. For instance, the terminology used in one country was not the exact equivalent 

used in another country.  Terms covered either a broader or narrower scope of categories.  

 

Furthermore, factors which had an impact on the regulation in one country did not make a 

similar impact in another. For example, some countries have more advanced technology 

than others and this contributed to a broader dissemination of information. In others, strong 

public interest groups challenged freedom of information. These components influenced 

the mechanics of the regulation of advertising of medicinal products and determining a 

comparable point has not been challenge free.  

 

The thesis was mindful that each nation has a unique combination of regulatory strategies 

which were developed in stages and through various influences such as politics, culture 

and social and economic structure. These combinations pose difficulties when making an 

assertion that a particular factor will lead to a similar result in a different country. The 

thesis, however, acknowledges that these factors will have to be considered when 

considering reforms for the regulation of advertising of medicinal products. 

 

A further challenge is in achieving a balance between factors. The form of regulation that is 

to be recommended for the regulation of advertising of medicinal products must strike a 
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balance between factors. It needs to be a form of regulation that is not overly burdensome 

to businesses, but at the same time addresses the mischief that the businesses may bring. 

It also needs to have a sense of balance between preventing dissemination of deceptive 

claims and assuring a sufficient flow of information to consumers, which may be beneficial 

to facilitate the making of an informed decision about their health. Striking the balance 

between these two extremes was not an easy task. 

 

However, despite these limitations and challenges, an analysis on how the existing 

regulation of advertising of medicinal products can be improved has been given. This was 

possible because the key aspects of regulation which were compared provided a 

framework for understanding the fundamentals of regulation of advertising medicinal 

products, which policy makers can employ when designing the system of regulation. The 

study demonstrated viable and feasible recommendations so as to improve the existing 

system of regulation in Malaysia. 
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7.5 FUTURE STUDY 

Future studies in this area may focus on how collaboration between countries may be 

achieved in the regulation of advertising of medicinal products. Effective controls over 

deceptive advertising appeared necessary not only in developing countries such as 

Malaysia, but also in developed country such as Australia and the United States. The study 

has shown that the three countries face varied challenges and are constrained by various 

limitations in regulation. One of the finding in the thesis was how similar principles 

influence regulation, but with different standards or controls and resources used to monitor 

and enforce violation makes an impact.  

 

Collaboration between regulatory agencies in the three jurisdictions can mutually benefit 

the three jurisdictions in controlling the advertising of medicinal products. This is possible 

because of the similarities that underlie the regulation in the three jurisdictions. For 

example, promotional activities are controlled by government agencies and/or industries 

through voluntary codes of practice which are underpinned by legislation. Further, law and 

regulations generally emphasise the presentation of accurate information in 

advertisements. Where specific objectives are the same, collaboration for mutual benefit is 

possible and should be explored. 

 

 



Bibliography 

 353 

BIBLIOGRAPHY 

ARTICLES/BOOKS/REPORTS 
 
Anonymous ‗More Than Law Enforcement: The FTC's Many Tools - A Conversation With 
Tim Muris and Bob Pitofsky' (2005) 72 Antitrust Law Journal 773 
 
 
A.Greff, Jacqueline, ‗Regulation of Cosmetics That are Also Drugs' (1996) 51 Food and 
Drug Law Journal 243. 
 
Abel, G.A, et al., ‗Direct-To-Consumer Advertising for Bleeding Disorders: A Content 
Analysis and Expert Evaluation of Advertising Claim' (2008) 6(10) Journal of Thrombosis 
and Haemostasis 1680 
  
Abood, Richard R., Pharmacy Practice and the Law (5th ed, Jones and Bartlett Publishers, 
Sudbury Massachusetts, 2008) 
 

 
Almasi, et al., Elizabeth A 'What Are the Public Health Effects of Direct-to-Consumer Drug 
Advertising?' (2006) 3(3) PLoS Medicine 284, 
 
Amy, J. Oliver, ‗Internet Pharmacies: Regulation of a Growing Industry' (2000) 28(1) 
Journal of Law, Medicine & Ethics 98 
 
Ang, Hooi Hoon and Lee, Kheng Leng, ‗Analysis of Lead in Tongkat Ali Hitam Herbal 
Preparations in Malaysia' (2010) 87(4) Toxicological and Environmental Chemistry 521 
 
Anderson, Fred, et al., ‗Regulatory Improvement Legislation: Risk assessment, Cost-
benefit Analysis, and Judicial Review' (2000) 11(1) Duke Environmental Law & Policy 
Forum 89 
 
Aranson Peter , Gellhorn Ernest and Robinson Glen, 'A Theory of Legislative Delegation' 
(1983) 68 Cornell Law Review 1, 31 
 
Arrunada, Benito, ‗Quality Safeguards and Regulation of Online Pharmacies' (2004) 13 
Health Economics 329-344 
 
Arshad, Fatimah, ‗Functional Foods from the Dietetic Perspective in Malaysia' (2003) 
(1446-6368) Nutrition & Dietetics, Journal of the Dieticians Association of Australia 
 
Asher, Erin J., ‗Lesson Learned from New Zealand: Pro-active Industry Shift Towards Self-
regulation of Direct-To-Consumer Advertising Will Improve Compliance With the FDA' 
(2006) 16(3) Albany Law Journal of Science & Technology 599 
 
Ayres and Braithwaite, John, Responsive Regulation ((Oxford 1992)) 
 



Bibliography 

 354 

Azmi, Ida Madieha, ‗Content Regulation in Malaysia, Unleashing Missiles on Dangerous 
Web Sites' (2003) 18th BILETA Conference: Controlling Information in the Online 
Environment  
 
Avorn Jerry and Shrank William H, Editorial 'Communicating Drug Benefits and Risks 
Effectively: There Must Be A Better Way' (2009) Annals of Internal Medicine 563. 
 
Baldwin, Robert, ‗Why Rules Don't Work' (1990) 53 Modern Law Review 321 
 
Baldwin, Robert and Black, Julia, ‗Really Responsive Regulation (United Kingdom)' (2008) 
71(1) Modern Law Review 59 
 
Baldwin, Robert and Cave, Martin, Understanding Regulation: Theory, Strategy, and 
Practice (Oxford University Press, 1999) 
 
Balleisen, Edward J and Eisner, Marc, ‗The Promise and Pitfalls of Co-Regulation: How 
Governments Can Draw on Private Governance for Public Purpose ' in David Moss and 
John Cisternino, (eds) New Perspectives on Regulation (2000) 
 
 
Bartel, Ann P and Thomas, Lacy Glen, ‗Direct and Indirect Effects of Regulation: A New 
Look at OSHA's Impact' (1985) 28 Journal of Law and Economics 1 
 
Bator, Francis M., ‗The Anatomy of Market Failure' (1958) 72(3) The Quarterly Journal of 
Economics 351 
 
Beales, Howard, Craswell, Richard and Salop, Steven, ‗Information Remedies for 
Consumer Protection' (1981) 71(2) American Economic Review 410 
 
Beales, Howard, et al., ‗Consumer Search and Public Policy' (1981) 8(1) Journal of 
Consumer Research 11 
 
Becker, Gary S and Murphy, Kevin M, ‗A Simple Theory of Advertising as a Good or Bad' 
(1993) 108(4) Journal of Economics 941 
 
Bell, Robert A, Wilkes, Michael S. and Kravitz Richard L, 'The Educational Value of 
Consumer-Targeted Prescription Drug Print Advertising' (2000) 49(12) Journal of Family 
Practice 1092 
 
Bernath, Paul, ‗Regulation of Online Pharmacy: An Australian Perspective' (2002-2003) 10 
Journal of Law and Medicine 339 
 
Bennet Parnes, et al., 'Lack of Impact of Direct-to-Consumer Advertising on the Physician-
Patient Encounter in Primary Care: A SNOCAP Report' (2009) 7(1) Annals of Family 
Medicine 41 
 
Bernhardt, Kenneth L., Kinnear, Thomas C. and Mazis, Michael B., ‗A Field Study of 
Corrective Advertising Effectiveness' (1986) 5 Journal of Public Policy & Marketing 146 
 
Balleisen Edward J and Eisner Marc 'The Promise and Pitfalls of Co-Regulation: How 



Bibliography 

 355 

Governments Can Draw on Private Governance for Public Purpose ' in David Moss and 
John Cisternino, (eds) New Perspectives on Regulation (2000) 127. 
 
Best, Arthur, ‗Controlling False Advertising: A Comparative Study of Public Regulation, 
Industry Self-policing, and Private Litigation' (1985) 20(1) Georgia Law Review 1 
 
Bhagwat, Ashutosh 'Modes of Regulatory Enforcement and the Problem of Administrative 
Discretion' (1999) 50 Hasting Law Journal 1274. 
 
Bierschbach, Richard A and Stein, Alex, ‗Overenforcement' (2005) 93  Georgetown Law 
Journal 1743 
 
Black, Julia, Rules and Regulators (Clarendon Press, 1974) 
 
Black, Julia, ‗Critical Reflection on Regulation ' (2002) 27 Australian Journal of Legal 
Philosophy –pg number  
 
Black, Julia, ‗The Public Interest in Regulation (Book Review)' (2005) 32(4) Journal of Law 
and Society 653  
 
Black, Julia M., ‗An Economic Analysis of Regulation: One View of the Cathedral' (1996) 
16(4) Oxford Journal of Legal Studies 699 
 
Boedecker, Karl A., Morgan, Fred W. and Wright, Linda Berns, ‗The Evolution of First 
Amendment Protection for Commercial Speech' (1995) 59(1) Journal of Markerting 38 
 
Bonnie, B. Wilford, David, E. Smith and Richard, Bucher, ‗Prescription Stimulant Sales on 
the Internet' (2006) 35(8) Pediatric Annals 575 
 
Braithwaite, Ian Ayres and John, Responsive Regulation: Transcending the Deregulation 
Debate (Oxford University Press, 1994) 
 
Braithwaite, John, ‗Responsive Regulation and Developing Economics ' (2006) 34(5) World 
Development 884 
 
Brent, Robert J, Cost Benefit Analysis and Health Care Evaluations (Edward Elgar 
Publishing, 2003) 
 
Breyer, Stephen, ‗Analyzing Regulatory Failure: Mismatches, Less Restrictive Alternatives 
and Reform' (1979) 92(3) Harvard Law Review 549 
 
Brown, Ralph S, ‗Advertising and the Public Interest: Legal Protection of Trade Symbols' 
(1948) 57 Yale Law Journal 1165 
 
Burke, Debra D. and P.Page, Anderson, ‗Regulating the Dietary Supplements Industry: 
Something Still Needs To Change' (2005) 1(1) Hasting Business Law Journal 119 
 
Burns, Jean Wegman, ‗Confused Jurisprudence: False Advertising Under the Lanham Act ' 
(1999) 79 Boston University Law Review 807 
 



Bibliography 

 356 

Bushy, Adriane J and Eckstein, Gabriel, ‗Organosphoshates, Friend and Foe: The Promise 
of Medical Monitoring of Farm Workers and Their Families' (2009) 27(39) Journal of 
Environmental Law 39 
 
Brett Frischmann M. ‗Evaluating the Demsetzian Trend in Copyright Law.(New Directions 
in Copyright Law and Economics) (2007) 3(3) Review of Law & Economics 1154. 
 
Calfee, John E, ‗Public Policy Issues in Direct-to-Consumer Advertising of Prescription 
Drugs' (2002) 21(2) Journal of Public Policy and Marketing 174 
 
Calhoun, Ashley N, ‗Winking in the Dark: An Analysis of Corrective Advertising Damages 
Under the Lanham Act and the Effect on the American Economy' (2002) 32 Stetson Law 
Review 821 
 
Campbell, Angela J., ‗Self-Regulation and the Media' (1999) 51(3) Federal 
Communications Law Journal 711 
 
Chappe, Nathalie and Thomas, Lionel, ‗The Optimal Magnitute and Probability of Fines 
with Court Congestion' (2006) 2(1) Review of Law and Economics 45 
 
Chin, Marshall H., ‗The Patient's Role in Choice of Medications: Direct-to-Consumer 
Advertising and Patient Decision Aids' (2005) 5 Yale Journal of Health Policy, Law and 
Ethics 771 
 
Clarke, Donald C, ‗The Private Attorney-General in China: Potential And Pitfalls' (241) 8 
Washington University Global Studies Law Review 241 
 
Coglianese, Cary, Nash, Jennifer and Olmstead, Todd, ‗Performance-Based Regulation: 
Prospects and Limitations in Health, Safety, and Environmental Protection' (2003) 55(4) 
Administrative Law Review 705 
 
Columbia Law Review Association, ‗Corrective Advertising - The New Response to 
Consumer Deception' (1972) 72(2) Columbia Law Review 415 
 
Cortizo, Fernando and Vitetta, Luis, ‗Functional Food - Tea' (2004) 3(6) Journal of 
Complementary Medicine 79 
 
Cooter, Robert D, ‗The Theory of Market Modernization of Law' (1996) 16 International 
Review of Law and Economics 141 
 
Correia, Edward, ‗The Federal Trade Commission's Regulation of Weight-Loss Advertising 
Claims' (2004) 59 Food And Drug Law Journal 586 
 
Covelli, Nick and Hohots, Viktor, ‗The Health Regulation of Biotech Foods under the WTO 
Agreements' (2003) 6(4) Journal of International Economic Law 773 
 
Craswell, Richard, ‗Regulating Deceptive Advertising: The Role of Cost Benefit Analysis' 
(1991) 64 Southern California Law Review 549 
 
Craswell, Richard, ‗Deterrence and Damages: The Multiplier Principles and Its Alternatives' 



Bibliography 

 357 

(1999) 97 Michigan Law Review 2186 
 
Craswell, Richard and Calfee, John E., ‗Deterrence and Uncertain Legal Standards' (1986) 
2 Journal of Law, Economics and Organizations 279 
 
Cunningham, Donna J and Iyer, Rajesh, ‗Does DTC mean "Direct To Court"?' (2005) 22(7) 
Journal of Consumer Marketing 412 
 
D.Litman, Jessica, ‗The Internet: Law Without Borders in the Information Age' (1996-1997) 
43 The Wayne Law Review 95 
 
D Cox Anthony and Cox Dena, 'A Defense of Direct-to-Consumer Prescription Drug 
Advertising' (2010) 53 Business Horizon 221. 
 
David, C. Vladeck, ‗Truth and Consequences: The Perils of Half-Truths and 
Unsubstantiated Health Claims for Dietary Supplements' (2000) 19(1) Journal of Public 
Policy & Marketing 132 
 
David, L. Baumer, Poindexter, J. C. and Julie, Earp, ‗Can Regulation of Distribution of 
Pharmaceutical Products Coexist with Advances in Information Technology.' (2007) 11(2) 
Journal of Internet Law 1 
 
Davis, Kenneth Culp, Administrative Law and Treatise (KC Davis 2nd Edition 1979) 
 
Deborah, F. Spake and Mathew, Joseph, ‗Consumer Opinion and Effectiveness of Direct-
to-Consumer Advertising' (2007) 24(5) The Journal of Consumer Marketing 283 
 
DeMarco, Jerry M and Vigod, Toby, ‗Smarter Regulation: The Case for Enforcement and 
Transparency' (2007) 17(2) Journal of Environmental Law and Practice 85 
 
Dworkin Ronald, Taking Rights Seriously (Harvard University Cambridge Masschusetts, 
1977). 
 
Ding, Julian, ‗E-Commerce Law & Practice' (1999) Sweet & Maxwell Asia 
 
Diver, Colin S, ‗The Optimal Precision of Administrative Rules' (1984) 93 Yale Law Journal 
6 
 
Donna, J. Cunningham and Rajesh, Iyer, ‗Does DTC Mean "Direct to Court"?' (2005) 22(7) 
Journal of Consumer Marketing 412 
 
Donohue, Julie, ‗A History of Drug Advertising: The Evolving Roles of Consumers and 
Consumer Protection' (2006) 84(4) The Milbank Quarterly 659 
 
Donohue, Julie M., Cevasco, Marisa and Rosenthal, Meredith B, ‗A Decade of Direct-to-
Consumer Advertising of Prescription Drugs' (2007) 357 The New England Journal of 
Medicine 673. 
 
 
Dreier, William A., ‗Liability for Drugs Advertising, Warnings, And Frauds' (2006) 58(3) 



Bibliography 

 358 

Rutgers Law Review 615 
 
Dunkelberger, Edward and Taylor, Sarah E, ‗The NLEA, Health Claims, and the First 
Amendment' (1993) 48 Food and Drug Law Journal 631 
 
Edelstein, Jeffrey S., ‗Self-Regulation of Advertising: An Alternative to Litigation and 
Government Action' (2003) 43(3) Idea 509 
 
 
Ehrlich, Issac and Fisher, Lawrence, ‗The Derived Demand for Advertising:  A Theoretical 
and Empirical Approach' (1982) American Economic Review 366 
 
Ehrlich, Issac and Posner, Richard A, ‗An Economic Analysis of Legal RuleMaking' (1974) 
3 Journal of Legal Studies 257 
 
Emmerton, Lynne, 'The "Third Class‖ of Medications: Sales and Purchasing Behaviour Are 
Associated with Pharmacist Only and Pharmacy Medicine Classification in Australia' (2009) 
49(1) Journal of the American Pharmacists Association 31 
 
Endejann, Nicole, ‗Is the FDA's Nose Growing? The FDA does not "Exaggerate its Overall 
Place in the Universe" When Regulating Speech Incident to "Off-Label" Prescription Drug 
Labeling and Advertising' (2002) 35(3-4) Akron Law Review 491 
 
Fabius, A. Mariette, et al., ‗Direct-to-Consumer Communication On Prescription Only 
Medicines Via The Internet In The Netherlands, A Pilot Study Opinion Of The 
Pharmaceutical Industry, Patient Associations And Support Groups' (2004) 26(3) 
Pharmacy World & Science 169 
 
Faunce, Thomas A, Johnston, Kellie and Bambrick, Hilary, ‗The Trans-Tasman 
Therapeutic Product Authority: Potential AUSFTA Impacts on Safety and Cost-
Effectiveness Regulation For Medicines and Medical Devices in New Zealand' (2006) 37 
Victoria University Wellington Law Review 365 
 
Farnsworth, Allan E. An Introduction to the Legal System of the United States (Oceana 
Publication, 2nd ed 1983) 
 
Frischmann M. Brett (2007) 3 (3). "Evaluating the Demsetzian Trend in Copyright 
Law.(New Directions in Copyright Law and Economics)." Review of Law & Economics 3(3) 
1154. 
 
Feder, Jody, ‗Legal Issues Related to Prescription Drug Sales on the Internet' (2005) 
Congressional Research Service, Library of Congress CRS 1 
 
Finco, Robert G. and Rubin, Paul D., ‗Ambiguity of the Dietary Supplement Health and 
Education Act of 1994' (1996) 51 Food and Drug Law Journal 383  
 
Forsyth, Anthony, ‗Australian Regulation of Economic Dismissals: Before, During and After 
'Work Choices'' (2008) 30 Sydney Law Review 506 
 
Fred, Charatan, ‗Clinton to Regulate Internet Prescription Drug Sales' (2000) 320(7227) 



Bibliography 

 359 

British Medical Journal 75 
 
Fried, Ellen J., ‗Assessing Effectiveness of Self-Regulation: A Case Study of the Children's 
Advertising Review Unit.(Symposium: Food Marketing to Children and the Law)' (2006) 
39(1) Loyola of Los Angeles Law Review 93 
 
Friedman, Kara M., ‗Internet Prescribing Limitations and Alternatives' (2001) 10 Annals of 
Health Law 139 
 
Frosch, Dominick L, et al., ‗Creating Demand for Prescription Drugs: A Content Analysis of 
Television Direct-to-Consumer advertising' (2007) 5(1) Annals of Family Medicine 6 
 
Fung, Constance H, Woo, Hawkin E and Asch, Steven M, ‗Controversies and Legal Issues 
of Prescribing and Dispensing Medications Using the Internet' (Febuary 2004) 79(2 ) Mayo 
Clinic Proceedings 188 
 
Gahart, Martin. T, et al., ‗Examining The FDA's Oversight of Direct-To-Consumer 
Advertising ' (2003) W3 Perspectives - Health Affairs 120 
 
Gail, Javitt H, Stanley, Erica and Kathy, Hudson, ‗Direct-to-Consumer Genetic Tests, 
Government Oversight and the First Amendment: What the Government Can (Can't) Do to 
Protect the Public's Health' (2004) 57 Oklahoma Law Review 251 
 
Gallenger, Jason C and Colaizzi, John L, ‗Issues in Internet Pharmacy Practice' (December 
2000 ) 34( ) Annals of Pharmacotherapy 1483 
 
Galloway, Chester S., ‗The First Amendment and FTC Weight-Loss Advertising Regulation' 
(2003) 37(2) Journal of Consumer Affairs 2003 
 
Galloway, Chester S, Herbert Jack, Rotfeld and Richard, Jef I., ‗Holding Media 
Responsible For Deceptive Weight-Loss Advertising ' (2005) W. VA. L. Rev. 353 
 
Gellad, Ziad F and Lyles, Kenneth W, ‗Direct-to-Consumer Advertising of Pharmaceuticals' 
(2007) 120(6) The American Journal of Medicine 475 
 
Gerlach, Tim, ‗Using Intenet Content Filters To Create E-Borders To Aid In International 
Choice of Law and Jurisdiction' (2004-2005) 26 Whittier Law Review 899 
 
Ghandhi, Tejal U and Nguyen-Khoa, Bao-Anh, ‗Internet Pharmacies, A Practical Analysis 
of the Issues' (2000/2001) 24(4) ProQuest Educational Journals 75 
 
Glick, Ira D, et al., ‗Psychopharmacologic Treatment Strategies for Depression, Bipolar 
Disorder, and Schizophrenia' (2001) 134 Annals of Internal Medicine 47 
 
Goldberg, Burton, Trivieri, Larry and Anderson, John W., Alternative Medicine: The 
Definitive Guide (Celestial Arts, 2nd ed, 2002) 
 
Greg, Finlayson and Ross, Mullner, ‗Direct-to-Consumer Advertising of Prescription Drugs: 
Help or Hindrance to the Public's Health?' (2005) 22(7) Journal of Consumer Marketing 
429 



Bibliography 

 360 

 
Greene, Andrea M 'Pharmaceutical Manufacturer's Liability for Direct Marketing and Over-
Promotion of Prescription Drugs to Product Users' (2003) 26 American Journal of Trial 
Advocacy 661. 
 
Gunningham Neil, Grabosky Peter and Sinclair Darren, Smart Regulation: Designing 
Environmental Policy (Clarendon Press, 1998). 
  
Gupta, Anil K and Lad, Lawrence J, ‗Industry Self-Regulation: An Economic 
Organizational, and Political Analysis' (1983) 8(3) Academy of Management Review 416 
 
Hahn, Martin, ‗Functional foods: What are they? How are they regulated? What claims can 
be made? (The Dietary Supplement Health and Education Act: Regulation at a 
Crossroads)' (2005) 31(2-3) American Journal of Law & Medicine 305 
 
Hall, Clare, Scott, Collin and Hood, Christopher, Telecommunications Regulation: Culture, 
Chaos and Interdependency Inside the Regulatory Process (Routledge, 2000) 
 
Haly, Anthony, ‗Misleading and Deceptive Conduct via The Internet - Protecting 
Consumers From International Fraud - Australian Competition and Consumer Commission 
v Chen' (2004) 12 Trade Practices Law Journal 98 
 
Hampton, Philip, Reducing Administrative Burdens: Effective Inspection and Enforcement 
(The Hampton Review – Final Report, 2005) 
 
Hanf, Kenneth, ‗Deregulation as Regulatory Reform: The Case of Environmental Policy in 
the Netherlands' (2006) 17(2) European Journal of Political Research. 
 
Harvey, Ken J and el, ‗Pharmaceutical Advertisements in Prescribing Software: An 
Analysis ' (2005) 183(2) Medical Journal of Australia 75 
 
Hasler, Clare M., Regulation of Functional Food and Nutraceuticals (Blackwell Publishing 
2005) 
 
Heald, Paul, ‗Money Damages and Corrective Advertising: An Economic Analysis' (1988) 
55 Chicago Law Review 629 
 
Healy, Judith and Braithwaite, John, ‗Designing Safer Health Care Through Responsive 
Regulation ' (2006) 184(10) Medical Journal of Australia 56 
 
Heclo, Hugh and Wildavsky, Aaron, The Private Government of Public Money (Macmillan, 
London, 1974) 
 
Helm, Katherine A., ‗Protecting Public Health from Outside The Physician's Office: A 
Century of FDA Regulation from Drug Safety Labeling to Off-Label Drug Promotion' (2007) 
18(1) Fordham Intellectual Property, Media & Entertainment Law Journal 117 
 
Hertog, Johan D. General ‗Theories of Regulation‘ (1999) 1 Edward Elgar Encyclopaedia of Law and 
Economics 223 

 
Hemphill, Thomas, ‗Regulatory Reform and the U.S. Manufacturing Sector' (2006) 41(1) 



Bibliography 

 361 

Business Economics 53 
 
Hetrick Joseph K.  and Stanoch, David J.  'United States Supreme Court Poised to Rule on 
the Regulatory Defence in Pharmaceutical Case' The International Comparative Legal 
Guide to Pharmaceutical Advertising 2008: A Practical Insight to Cross-Boarder 
Pharmaceutical Advertising Work (Global Legal Group 2008) 1 
 
Hoek, Janet and Gendall, Philip, ‗To Have or Not To Have? Ethics and Regulation of 
Direct-To-Consumer Advertising of Prescription Medicines' (2002) 8 (2) Journal of 
Marketing Communications 71 
 
Hokin, Lorinda and Mir, Soraya, ‗Regulation and Enforcement of Advertising Requirements 
for Therapeutic Goods' (2006) 14(10) Australian Health Law Bulletin 113 
 
Holmer, Alan F, ‗Direct-to-Consumer Advertising: Strengthening Our Health Care System' 
(2002) 346 New England Journal of Medicine 526 
 
Humphreys, Gary Direct-to Consumer Advertising Under Fire‘ Bulletin of World Health 
Organisation (2009) 87(8), 576 
 
Hughes R.A. and Leane, G.W.G Australian Legal Institutions: Principles,Structure and 
Organisation (LawBook Co, 2nd ed, 2003) 
  
Hyman, Douglas W., ‗The Regulation of Health Claims in Food Advertising: Have the FTC 
and the FDA Finally Reached a Common Ground?' (1996) 51 Food and Drug Law Journal 
191 
 
Jackson, Robert and Rosenberg, David, ‗A New Model of Administrative Enforcement' 
(1983) 93 Virginia Law Review 1983 
 
Jaeun, Shin and Sangho, Moon, ‗Direct-to-Consumer Prescription Drug Advertising: 
Concerns and Evidence on Consumers' Benefit' (2005) 22(7) The Journal of Consumer 
Marketing 397 
 
Janis Kohanski, Pappalardo and Debra Jones, Ringold., ‗Regulating Commercial Speech 
in a Dynamic Environment: Forty Years of Margarine and Oil Advertising Before the NLEA' 
(2000) 19(1) Journal of Public Policy & Marketing 74 
 
Jaramillo, Deborah L., ‗Pills Gone Wild: Medium Specificity and the Regulation of 
Prescription Drug Advertising on Television' (2006) 7(3) Television and New Media 261 
 
Jerian, Kathryn E., ‗What's a Legal System To Do? The Problem of Regulating Internet 
Pharmacies' (2006) 16(3) Albany Law Journal of Science &amp; Technology 571 
 
John, Goetz and Donald, Lund, ‗What the Law Allows' (2000) 20(8) Pharmaceutical 
Executive 76 
 
Johnstone, Richard and King, Michelle, ‗A Responsive Sanction to Promote Systematic 
Compliance? Enforceable Undertakings in Occupational Health and Safety Regulation 
(Australia)' (2008) 21(3) Australian Journal of Labour Law 280 



Bibliography 

 362 

 
Jonathan, W. Emord, ‗Pearson v. Shalala: The Beginning of the End for FDA Speech 
Suppression' (2000) 19(1) Journal of Public Policy & Marketing 139 
 
Jones, John W., ‗Legal Obstacles to Internet Prescribing' (2004) Physician's News Digest 1 
 
Jones, Timothy H, ‗Regulatory Policy and Rule-Making' (1991) 20 Anglo-American Law 
Review 131 
 
Jordana, Jacint and Levi-Faur, David, The Politics of Regulation: Institution and Regulatory 
Reforms for the Age of Governance (Edward Edgar Publishing 2004) 
 
Jowers, Gerald D., Jr., ‗Drug Advertising And Accountability' (2003) 39(7) Association of 
Trial Lawyers of America 68(7) 
 
Justin Lee, Heather, ‗Liability for Direct-To-Consumer Advertising and Drug Information on 
the Internet' (2001) 68(4) Defense Counsel Journal 412 
 
Kahn, Alfred E., The Economics of Regulation: Principles and Institutions (MIT Press, 
1988) 
 
Kaplow, Louis, ‗Optimal Deterrence, Uninformed Individuals, And Acquiring Information 
about Whether Acts Are Subject to Sanctions' (1990) Journal of Law Economics and 
Organizations 93 
 
Kaplow, Louis, ‗A Model of the Optimal Complexity of Legal Rules' (1995) 11 Journal of 
Law Economics and Organizations 150 
 
Kapp, Marshall B, ‗Drug Companies, Dollars, and the Shaping of American Medical 
Practice' (2005) 29 Southern Illinois University Law Journal 237 
 
Katz, Ariel, ‗Pharmaceutical Lemons: Innovation and Regulation in the Drug Industry' 
(2007) 14(1) Michigan Telecommunication and Technology Law Review 1 
 
Ken, J. Harvey, et al., ‗Pharmaceutical Advertisements in Prescribing Software: An 
Analysis' (2005) 183(2) Medical Journal of Australia 75 
 
Ken, J. Harvey, et al., ‗Commercialism, Choice and Consumer Protection: Regulation of 
Complementary Medicines in Australia' (2008) 188(1) Medical Journal of Australia 21 
 
 
Kirkpatrick, Colin H and Parker, David, Regulatory Impact Assessment: Towards Better 
Regulation? (Edward Elgar, United Kingdom 2007) 
 
Kravitz, Richard L, et al., ‗Influences of Patients' Request for Direct-to-Consumer 
Advertised Antidepressants: A Randomized Controlled Trial' (2005) 293(16) Journal of 
Medical Association 1995 
 
Kwak, No Seong and Jukes, David John, ‗Functional Foods: The Impact on Current 
Regulatory Terminology' (2001) 12 Food Control 109. 



Bibliography 

 363 

 
Leary, Thomas B., ‗The Ongoing Dialogue Between the Food and Drug Administration and 
the Federal Trade Commission' (2004) 59 Food and Drug Law Journal 209 
 
Lewis, Carmen E., ‗My Computer, My Doctor: A Constitutional Call for Federal Regulation 
of Cybermedicine' (2006) 32 American Journal of Law & Medicine 585 
 
Liang, Bryan A. and Hartman, Kurt M., ‗It's Only Skin Deep: FDA Regulation of Skin Care 
Cosmetics Claims' (1999) 8(2) Cornell Journal of Law and Public Policy 249 
 
Loke, Tim W, Koh, Fong Chee and Ward, Jeanette E, ‗Pharmaceutical Advertisement 
Claim in Australian Medical Publications' (2002) 177 Medical Journal of Australia 291 
 
Lurie, Peter, ‗DTC Advertising Harms Patients and Should Be Tightly Regulated' (2009) 
Journal of Law, Medicines and Ethics 444 
 
Lucisano Leo J, Millier Kevin A., Armour Lorien, ‗CMC Postapproval Regulatory Affairs: 
Constantly Managing Change‘ in Ira R. Berry (ed) The Pharmaceutical Process 2005 
(Informa Healthcare, 2nd ed, 2009) 411. 
 
Lipman, M. Marvin, ‗Bias in Direct-To-Consumer Advertising and Its Effect on Drug Safety' 
(2006) 35 Hofstra Law Review 761 
 
Lexchin Joel and Mintzes Barbara, 'Direct-to-Consumer Advertising of Prescription Drugs: 
The Evidence Says No' (2002) 21(2) Journal of Public Policy & Marketing 194, 198 
 
Majoras, Deborah Platt, ‗Food for Thought: The FTC and Market Influences on Consumer 
Health' (2008) 62 Food and Drug Law Journal 433 
  
Malleson, Kate, The Legal System (Oxford University Press, 2nd ed, 2007)+ 
 
Marlys, J. Mason and Debra, L. Scammon, ‗Health Claims and Disclaimers: Extended 
Boundaries and Research Opportunities in Consumer Interpretation' (2000) 19(1) Journal 
of Public Policy & Marketing 144 
 
Mashaw, Jerry L, ‗Prodelegation: Why Administrators Should Make Political Decisions' 
(1985) Journal of Law and Economics & Organization 81 
 
Mazis, Michael B., et al., ‗A Framework for Evaluating Consumer Information Regulation' 
(1981) 45(1) The Journal of Marketing 11 
 
McBarnet Doreen ‗Enforcing Ethics: New Strategies for Tackling Creative Compliance‘ 
Paper Prepared for presentation at workshop ESRC/GOVNET on The Dynamics of Capital 
Market Governance: Evaluating the Conflicting and Conflating Roles of Compliance, 
Regulation, Ethics and Accountability Australian National University, Canberra 14-15 
March 2007) 
 
McEwen, John, History of Therapeutic Goods Regulation in Australia (2007) 
 



Bibliography 

 364 

Mead William J, ‗New Development in the Approval and Marketing of Nonprescription or 
OTC Drugs‘ in Ira R. Berry & Robert P. Martin (eds) The Pharmaceutical Process 2009 
(Informa Healthcare, 2nd ed, 2009) 313 
 
Meek, Michael, Australian Legal System (Thomson Lawbook, 2008) 
 
Meek Colin ‗Direct-to-Consumer Advertising (DTCA) of Prescription Medicines‘ (DTCA 
Update Report Quarter 1, Royal Pharmaceutical Society of Great Britain (RPSGB), 2002), 
2-5. 
 
Michael, Friedman and James, Gould, ‗Consumer Attitudes and Behaviors Associated with 
Direct-to-Consumer Prescription Drug Marketing' (2007) 24(2) Journal of Consumer 
Marketing 100 
 
Michaels, Mara A., ‗FDA Regulation of Health Claims under the Nutrition Labeling and 
Education Act of 1990: A Proposal for a Less Restrictive Scientific Standard' (1995) 44(1) 
Emory Law Journal 319 
 
Miller, Frances H, ‗Consolidating Pharmaceutical Regulation Down Under' (2006) 25(1) 
University of Queensland Law Journal 112 
 
Milzer, Ronald A., ‗Corrective Advertising and the Limits of Virginia Pharmacy' (1979) 32(1) 
Stanford Law Review 121 
 
Mintzes, Barbara, ‗Should Canada allow Direct-to-Consumer Advertising of Prescription 
Drugs? No' (2009) 55 Fevrier Canadian Family Physician 131 
 
Mintzes, Barbara, et al., ‗How Does Direct-to-Consumer Advertising (DTCA) Affect 
Prescribing? A Survey in Primary Care Environments With and Without Legal DTCA' 
(2003) 169(5) Canadian Medical Association Journal 405 
 
Mitnick, Barry M, The Political Economy of Regulation: Creating, Designing and Removing 
Regulatory Forms (Columbia University Press, 1980) 
 
Modzeleski, David S, ‗Lorillard Tobacco v Reilly: Are We Protecting The Integrity of The 
First Amendment and the Commercial Free Speech Doctrine at The Risk of Harming Our 
Youth?' (2001) 51 Catholic University Law Review 987 
 
Montoya, Isaac D., Lee-Dukes, Gwen and Shah, Dhvani, ‗Direct -To-Consumer 
Advertising: Its Effects on Stakeholders' (2008) 37(2) Journal of Allied Health 116 
 
Muris, Timothy J, ‗Economics and Consumer Protection' (1991) 60 Antitrust Law Journal 
103 
 
Neumann, Peter J., et al., ‗Drug Costs: Are Pharmaceuticals Cost-Effective? A Review Of 
The Evidence; Do Drug Treatments Give Value for the Money? Careful Analysis Can Yield 
Useful Information, This Study Finds' (2000) 19(2) Health Affairs 92 
 
Newby, David A and Henry, David A, ‗Drug Advertising; Truths, Half-Truths and Few 
Statistics' (2002) 177(6) Medical Journal of Australia 285 



Bibliography 

 365 

 
Nguyen, Eric S., ‗Weight Loss Testimonials: A Critique of Potential FTC Restrictions on 
Diet Advertising' (2008) 63 Food and Drug Law Journal 493 
 
Nichols, Len M., et al., ‗Are Market Forces Strong Enough To Deliver Efficient Health Care 
Systems? Confidence Is Waning' (2004) 23(2) Health Affairs 8 
 
Nicole, A. Rothstein, ‗Protecting Privacy and Enabling Pharmaceutical Sales on The 
Internet: A Comparative Analysis of the United States and Canada' (2001) 53(2) Federal 
Communications Law Journal 343 
 
Noah, Barbara A, ‗Foreword: Dietary Supplement Regulation in Flux' (2005) 31 American 
Journal of Law & Medicine 147 
 
Norris, Trenton H., ‗Consumer Litigation and FDA-Regulated Products: The Unique State 
of California' (2006) 61(3) Food and Drug Law Journal 547 
 
Othman, Noordin, Vitry, Agnes Isabelle and Roughead, Elizebeth Ellen, ‗Medicines 
Information in Medical Journal Advertising in Australia, Malaysia and the United States: A 
Comparative Cross-Sectional Study' (2010) 3(1) Southern Med Review 11 
 
Ogus, Anthony, Regulation: Legal Form and Economic Theory (Hart Publishing, Oxford, 
2004) 
 
Ogus, Anthony, ‗Rethinking Self-Regulation' (1995) 15 Oxford Journal of Legal Studies 97 
 
O'Meara, Vicki A, ‗FTC Deceptive Advertising Regulation: A Proposal for the Use of 
Consumer Behaviour Research' (1981) 76(6) Northwestern University Law Review 946 
 
Onel, Susan, ‗Functional Food, Nutraceuticals Designer Foods: What Are They and How 
Are They Regulated?' (2001) Regulatory Affairs Focus 14 
 
Opderbeck, David W., ‗How Should FDA Regulate Prescription Drug Promotion on the 
Internet?' (1998) 53(47) Food and Drug Law 47 
 
Orlando, Vivian I., ‗The FDA's Accelerated Approval Process: Does the Pharmaceutical 
Industry Have Adequate Incentives For Self-Regulation?' (1999) 25 American Journal of 
Law & Medicine 543 
 
Ouchi, William G, ‗A Conceptual Framework for the Design of Organizational Control 
Mechanisms' (1979) 25(9) Management Science 833 
 
Palumbo, Francis B. and Mullins, C Daniel, ‗The Development of Direct-to-Consumer 
Prescription Drugs Advertising Regulation' (2002) 57 Food and Drug Law Journal 423 
 
Palzer, Carmen, ‗Co-Regulation of the Media in Europe: European Provisions for the 
Establishment of Co-Regulation Frameworks' (2002) IRIS Plus Legal Observation of the 
European Audio Visual Observatory 1 
 
 



Bibliography 

 366 

Parker, Florence R., FDA Administrative Enforcement Manual (Boca Raton, FL Taylors & 
Francis, 2005) 
 
Pashigian, B Peter, ‗The Effects of Environmental Regulation on Optimal Plant Size and 
Factor Shares' (1984) 27 Journal of Law and Economics 1 
 
Pashigian, B Peter, ‗Environmental Regulation: Whose Self-Interests Are Being Protected' 
(1984) 23 Economic Enquiry 
 
Paula Fitzgerald, Bone and Karen Russo, France, ‗International Harmonization of Food 
and Nutrition Regulation: The Good and the Bad' (2003) 22(1) Journal of Public Policy & 
Marketing 102 
 
Peachey, Graham, ‗Regulation of Complementary Medicines: The Australian Experience' 
(2000) 34 Drug Information Journal 311 
 
Peeler, C. Lee and Cohn, Susan, ‗The Federal Trade Commission's Regulation of 
Advertising Claims for Dietary Supplements' (1995) 50 Food and Drug Law 349 
 
Peltzman, Sam, ‗Towards a More General Theory of Regulation' (1976) 19 Journal of Law 
and Economics 211 
 
Peltzman, Sam, ‗The Effects of FTC Advertising Regulation' (1981) 24(3) Journal of Law 
and Economics 403 
 
Pestronk, Robert M, et al., ‗Protecting Our Vulnerable Food Supply' (2002) 30(3) Journal of 
Law, Medicine & Ethics 96 
 
Peter, R. Mansfield, ‗Do Advertisements in Clinical Software Influence Prescribing?' (2008) 
188(1) Medical Journal of Australia 13 
 
Peter S. Reichertz, ‗Legal Issues Concerning The Promotion of Pharmaceutical Products 
On the Internet to Consumers' (1996) 51 Food and Drug Law 355 
 
Petty, Ross D., ‗FTC Advertising Regulation: Survivor or Casualty of the Reagan 
Revolution?' (1992) 30(14) American Business Law Journal 1 
 
Phillips, R. Stuart, ‗Substantiation of Health Claims in the Federal Trade Commission's 
Regulation of Food and Drug Advertising' (1997) 14(1) Food, Drug, Cosmetic and Medical 
Device Law Digest 15 
 
Pines, Wayne L A History and Perspective on Direct-to-Consumer Promotion, 54 Food & 
Drug Law Journal 489 
 
Pitofsky, ‗Beyond Nader: Consumer Protection and the Regulation of Advertising' (1977) 
90 Harvard Law Review 661 
 
Polinsky, Mitchell and Shavell, Steven, ‗Enforcement Costs and the Optimal Magnitude 
and Probability of Fines ' (1992) 35 Journal of Law and Economics 133 
 



Bibliography 

 367 

Preston, Ivan L and Richards, Jef I., ‗Consumer Miscomprehension And Deceptive 
Advertising : A Response to Professor Craswell ' (1988) 68 Boston University Law Review 
431 
 
Priest, Margot, Stanbury, W.T. and Thompson, Fred, ‗On the Definition of Economic 
Regulation'   Government Regulation: Scope, Growth, Process (Montreal Institute for 
Research on Public Policy 1977) 
 
Ray, Moyniha, Iona, Heath and David, Henry ‗Selling Sickness: The Pharmaceutical 
Industry And Disease Mongering' (2002) 324,(7342  ) British Medical Journal 886 
 
Rachagan, S.Sothi, ‗Protection Against Unfair Trade Practices in Malaysia - Law, 
Enforcement and Redress in a Developing Country' (1992) 15(3) Journal of Consumer 
Policy 255 
 
Ramsey, William A., ‗Rethinking Regulation of Advertising Aimed at Children' (2006) 58(2) 
Federal Communications Law Journal 361 
 
Ratananwijitrasin, Sauwakon and Wondemagegnehu, Eshetu, Effective Drug Regulation, 
(World Health Organization 2002) 
 
Reader, Thomas W, ‗Is Self-Regulation The Best Option For the Advertising Industry in the 
European Union? An Argument for the Harmonization of Advertising Laws Through The 
Continued Use of Directives' (1995) 16 Harmonization of EU Advertising Law 181 
 
Report of a Review of Advertising Therapeutic Products in Australia and New Zealand, 
Toogoolawa Consulting Pty Ltd (2002) 
 
Regulation Taskforce 2006 ‗Rethinking Regulation: Report of the Taskforce on Reducing 
Regulatory Burdens on Business, Report to the Prime Minister and the Treasure, Canberra 
(January 2006). 
 
Roger, Heutschi, et al., ‗Potential Benefits and Challenges of E-Detailing in Europe' (2003) 
3(4) International Journal of Medical Marketing 263 
 
Roller, Sarah Taylor, Voorhess, Theodore and Lunkenheimer, Ashley K, ‗Obesity, Food 
Marketing and Consumer Litigation: Threat or Opportunity' (2006) 61 Food and Drug Law 
419 
 
Rosson, Philip, ‗Buying and Selling Prescription Drugs on the Internet: Canada-United 
States Trade' (2004) 2(4) Journal of Electronic Commerce in Organizations 47 
 
Rubin, Paul H., ‗Are Pharmaceutical Ads Deceptive?' (1994) 49(1) Food And Drug Law 
Journal 7 
 
Rubin, Paul H and Dobbs, Samuel Candler, Regulation of Information and Advertising 
(Blackwell Publishing, 2004) 
 
Rubin Paul H, Information Regulation (Including Regulation of Advertising) (1999) 1, 
Edward Elgar Encyclopaedia of Law and Economics, 271 



Bibliography 

 368 

 
Russel, C Coile, ‗E-health: Reinventing Healthcare in the Information Age' (2000) 45(3) 
Journal of Healthcare Management 206 
 
Saal, David S. and Parker, David, ‗The Impact of Privatization and Regulation of Water and 
Sewerage Industry in England and Wales: A Translog Cost Function Model' (2000) 21 
Managerial and Decision Economics 253 
 
Sampson, Roy J., ‗Inherent Advantages Under Regulation' (1972) 62(1/2) The American 
Economic Review 55 
 
Sandra, C. Jones and Judy, Mullan, ‗Older Adults' Perceptions and Understanding of 
Direct-to-Consumer Advertising' (2006) 23(1) The Journal of Consumer Marketing 6 
 
Sanzo, Kathleen M. and Sunshine, Paul H., ‗FDA Takes Step Toward Liberalizing its 
Direct-to-Consumer Broadcast Advertising Policy' (1998) 15(1) Food, Drug, Cosmetic and 
Medical Device Law Digest 19 
 
Saphiro, Martin F, ‗Regulating Pharmaceutical Advertising: What Will Work' (1997) 156(3) 
Canadian Medical Association. Journal 359 
 
Sara, L. Eggers and Baruch, Fischhoff, ‗Setting Policies for Consumer Communications: A 
Behavioral Decision Research Approach' (2004) 23(1) Journal of Public Policy & Marketing 
14 
 
Sardina, Jennifer, ‗Misconceptions and Misleading Information Prevail - Less Regulation 
Does Not Mean Less Danger to Consumers: Dangerous Herbal Weight Loss Products' 
(1999) 14(1) Cleveland Marshall College of Law 107 
 
Schwartz, Lisa M. et al, ‗Using a drug facts box to communicate drug benefits and harms. 
Two randomized trials‘. (2009) 150 (8) Annals Internal Medicine, 516 
 
Schechter, Roger E, ‗The Death of The Gullible Consumer: Towards A More Sensible 
Definition of Deception ' (1989)  University of Illinois Law Review 571 
 
Schilsky, Richard L., ‗Hurry Up and Wait: Is Accelerated Approval of New Cancer Drugs in 
the Best Interests of Cancer Patients?' (2003) 21(20) Journal of Clinical Oncology 3718 
 
Schramm, Marilyn J., ‗Constitutional Protection of Commercial Speech Under the Central 
Hudson Test as Applied to Health Claims' (1996) 51 Food and Drug Law Journal 323 
 
Schultz, Richard and Alexandroff, Alan, Economic Regulation and the Federal System 
(University of Toronto Press, 1985) 
 
Schwartz, Mark I, ‗To Ban or Not to Ban - That Is The Question: The Constitutionality of a 
Moratorium on Consumer Drug Advertising' (2008) 63(1) Food and Drug Law Journal 1 
 
Shaeffer, John, ‗Prescription Drug Advertising - Should States Regulate What Is False and 
Misleading?' (2003) 58 Food And Drug Law Journal 630 
 



Bibliography 

 369 

Shavell, Steven, ‗The Optimal Structure of Law Enforcement' (1993) 36 Journal of Law and 
Economics 256 
 
Shaw, Amy, ‗Direct-to-Consumer Advertising (DTC) of Pharmaceuticals' (2008) ProQuest 
Discovery Guides 
 
Shubik, Martin, ‗On Different Methods for Allocating Resources' (1970) 23(2) Kyklos 332 
 
Shuchman, Miriam, ‗Drug Risks and Free Speech: Can Congress Ban Consumer Drug 
Ads?' (2007) 356(22) The New England Journal of Medicine 2236 
 
Sidak, Melinda Ledden, ‗Dietary Supplements and Commercial Speech' (1993) 48 Food 
and Drug Law Journal 441 
 
Silverman, Richard S., ‗Living Without the Regulators: Alternative to Governmental 
Regulatory Action' (1983) 38(1) Food Drug Cosmetic Law Journal 77-81 
 

Spake, Deborah F and Joseph, Mathew, ‗Consumer Opinion and Effectiveness of Direct-
To-Consumer Advertising' (2007) 24(5) Journal of Consumer Marketing 283 
 
Spencer, Amber K., ‗The FDA Knows best... or Does It? First Amendment Protection of 
Health Claims on Dietary Supplements.(Case Note)' (2000) 15(1) B.Y.U Journal of Public 
Law 87 
 
Spitzer, Matthew L, ‗Antitrust Federalism and Rational Choice Political Economy: A 
Critique of Capture Theory' (1988) 61 Southern California Law Review 1293 
 
 
Stange, Kurt C, ‗Time To Ban Direct-To-Consumer Prescription Drug Marketing' (2007) 
5(2) Annals of Family Medicine 101 
 
Steinwall, Ray, Butterworths Annotated Acts Trade Practices Act 1974 (Lexis Nexis 
Butterworths 2010) 
 
Stigler, George J, ‗The Theory of Economic Regulation ' (1971) 2 Bell Journal of 
Economics and Management Science 1 
 
Stolle, Dennis P, ‗The FTC's Reliance on Extrinsic Evidence in Cases of Deceptive 
Advertising: A Proposal for Interpretative Rulemaking. Kraft, Inc. v. FTC, 970 F.2d 311 (7th 
Cir. 1992), cert.denied, 113 S.Ct. 1254 (1993)' (1995) 74 Nebraska Law Review 352 
 
Stone, Katherine V. W., ‗Legal Regulation of the Changing Contract of Employment. 
(Change at Work: Implications for Labor Law)' (2004) 13(3) Cornell Journal of Law and 
Public Policy 563 
 
Susan, W. Myers and Marla Royne, Stafford, ‗A Profitable New Definition of Health' (2007) 
24(1) The Journal of Consumer Marketing 5 
 
Talib, N., ‗Alternative, Complementary and Traditional Medicine in Malaysia' (2006) 25 
Medicine and Law 445 



Bibliography 

 370 

 
Taylor, Sarah E. and J.Feld, Harold, ‗Promoting Functional Foods and Nutraceuticals on 
the Internet' (1999) 54 Food and Drug Law Journal 424 
 
Taylor Greiner Brienne 'A Though Pill to Swallow: Does the First Amendment Prohibit WV 
From Regulating Pharmaceutical Companies' Advertising Expenses to Lower the Cost of 
Prescription Drugs' (2007) 140 West Virginia Law Review 107 
 
Tejal U. Ghandhi, Bao-Anh Nguyen-Khoa, ‗Internet Pharmacies: A Practical Analysis of the 
Issues' (2000-2001) ProQuest Educational Journals 75 
 
Termini, Roseann B. and Tressler, Leah, ‗American Beauty: An Analytical View of the Past 
and Current Effectiveness of Cosmetic Safety Regulations and Future Direction' (2008) 
63(1) Food and Drug Law Journal 257 
 
Thuraisingham Indrani et al., Review of Consumer Protection Act 1999 (2007) Malaysia  
 
Terzian, Tamara V., ‗Direct-To-Consumer Prescription Drug Advertising' (1999) 25(1) 
American Society of Law, Medicine & Ethics 149 
 
Thomas A. Hayes, M.D., ‗Drug Labeling and Promotion: Evolution And Application of 
Regulatory Policy ' (1996) 51(57) Food and Drug Law Journal 57 
 
Thomas, Lacy Glenn, ‗Advertising in Consumer Goods Industry: Durability, Economies of 
Scale and Heterogeneity' (1989) 32 Journal of Law and Economics 163 
 
Thomas, Paul R. and Earl, Robert, Committee on Opportunities in Food and Nutrition 
Board, Institute of Medicine, Opportunities in the Nutrition and Food Science: Research 
and Challenges and the Next Generation Investigators (National Academy Press, 
Washington, D.C, 1994) 
 
Thomas, Sullivan and Marks, Brian A, ‗The FTC's Deceptive Advertising Policy: A Legal 
and Economic Analysis' (1986) 64(4) Oregon Law Review 593 
 
Verbruggen, Paul, ‗Does Co-Regulation Strengthen EU Legitimacy?' (2009) 15(4) 
European Law Journal 425 
 
Verkuil, Paul R., ‗Comment: Rulemaking Ossification - A Modest Proposal' (1995) 47 
Administrative Law Review 453 
 
Villafranco, John E. and Lustigman, Andrew B., ‗Regulation of Dietary Supplement 
Advertising: Current Claims of Interest to the Federal Trade Commission, Food and Drug 
Administration and National Advertising Division' (2007) 62 Food and Drug Law 709 
 
Viscusi, W. Kip and Gayer, Ted, ‗Safety at Any Price?' (2002) 25 Regulation  
 
Viscusi, W. Kip, Jr, Joseph E. Harrington and Vernon, John M., Economics of Regulation 
And AntiTrust (The MIT Press 2005) 
 
 



Bibliography 

 371 

Vitry, Agnes, ‗Is Australia Free from Direct-to-Consumer Advertising?' (2004) 27(1) 
Australian Prescriber 
 
Vladeck, David C, ‗Devaluing Truth: Unverified Health Claims in the Aftermath of Pearson v 
Shalala' (1999) 54 Food and Drug Law Journal 535 
 
Vladeck, David C and Sims, John Cary, ‗Why the Supreme Court Will Uphold Strict 
Controls on Tobacco Advertising' (1997) 22 Southern Illinois University Law Journal 651 
 
Walsh, Elizabeth Martell, Lietzan, Erika King and Hutt, Peter Barton, 'The Importance of 
the Court Decision in Pearson v Shalala to the Marketing of Conventional Food and Dietary 
Supplements in the United States' in Halser, C M (ed) Regulation of Functional Food and 
Nutraceuticals (Blackwell Publishing 2005) 
 
Waxman, Henry A, 'A History of Adverse Drug Experiences: Congress Had Ample 
Evidence to Support Restrictions on the Promotion of Prescription Drugs' (2003) 58 Food 
and Drug Law Journal 299, 302. 
 
Weir, Michael, Complementary Medicine: Ethics and Law (3rd ed, Prometheus Publication, 
2007) 
 
Welti, Belinda, ‗The Need for Statutory Definition of "Deceptive" Advertising ' (1983) 19(1) 
New England Law Review 127 
 
Wettenhall, Roger, ‗Non-Departmental Public Bodies Under the Howard Government' 
(2007) 66(1) Australian Journal of Public Administration 
 
Wheatley, Amelia L, ‗Should Administrators be Concerned about Misleading and Deceptive 
Conduct under the Trade Practices Act?' (2007) 15 Insolvency Law Journal 100 
 
Wickson, Fern, ‗Australia's Regulation of Genetically Modified Crops: Are We Risking 
Sustainability?' (2004) 2(1) Australian Journal of Emerging Technologies and Society 36 
 
Wiener, Jonathan Baert, ‗Global Environmental Regulation: Instrument Choice in Legal 
Context' (1999) 108(4) Yale Law Journal 677 
 
Will, Lisa C., ‗Accelerated FDA Approval of Investigational New Drugs: Hope for Seriously 
ill Patients' (1990) 94(4) Dickinson Law Review 1037 
 
Winkler, Josef, ‗You Wanted the Best, You Got the Best! The Current Direct-to-Consumer 
Prescription Drug Advertisement Dilemma' (2007) 26 Biotechnology Law Report 331 
 
Wong, Elyssa, Regulation of Medicine in Australia (Research and Library Services Division 
Legislative Council Secretariat Hong Kong, 2001) 
 
Wood, James M. and Dorfman, Howard L., ‗"Dot.Com Medicine"- Labelling in an Internet 
Age' (2001) 56 Food And Drug Law Journal 143 
 
Zeman, Sara E., ‗Regulation of Online Pharmacies: A Case for Cooperative Federalism' 
(2001) 10 Annals of Health Law 105 



Bibliography 

 372 

 

REPORTS/GUIDELINES/GUIDANCE DOCUMENTS 
 
Australian Communications and Media Authority (ACMA), Optimal Conditions for Effective 
Self- and Co-regulatory Arrangements, Occasional Paper, June 2010 
 
Australian Government, Government Response to the Recommendations of the Expert 
Committee on Complementary Medicines in the Health Care System (March 2005), 
 
Australian Health Ministers‘ Advisory Council Working Party, Response to the Review of 
Drugs, Poisons and Controlled Substances Legislation (the Galbally Review) 
 
Better Regulation Task Force (UK), Routes to Better Regulation: A Guide to Alternatives to 
Classic Regulation (2005) 26. 
 
Campbell, Sheila Congressional Budget Office 'Promotional Spending for Prescription 
Drugs' (2009) Economic and Budget Issue Brief.  
 
Center For Food Safety and Applied Nutrition, Food and Drug Administration, Department 
of Health and Human Services, United States, Claims That Can be Made For Conventional 
Foods and Dietary Supplements, (2003)  
 
Center For Food Safety and Applied Nutrition, Food and Drug Administration, Department 
of Health and Human Services, United States, Guidance For Industry, A Food Labeling 
Guide (2008)  
 
Center For Food Safety and Applied Nutrition, Food and Drug Administration, Department 
of Health and Human Services, United States, Guidance For Industry, Notification of a 
Health Claim or Nutrient Claim Based on an Authoritative Statement of a Scientific (1998)  
 
Center For Food Safety and Applied Nutrition, Food and Drug Administration, Department 
of Health and Human Services, United States, A Dietary Supplement Labeling Guide 
Chapter VI. Claims (.2005)  
 
Center For Drug Evaluation and Research (CDER) and Center for Biologics Evaluation and 
Research (CBER), Food and Drug Administration, Department of Health and Human 
Services, United States, Guidance For Industry: Brief Summary, Disclosing Risk 
Information in Consumer-Directed Print Advertisements (January 2004)   
 
Center For Drug Evaluation and Research (CDER) and Center for Biologics Evaluation and 
Research (CBER), Food and Drug Administration Department of Health and Human 
Services, United States, Guidance for Industry: Consumer-Directed Broadcast 
Advertisement (9 August 1999  
 
Comment by C. Lee Peeler, President and CEO, National Advertising Review Council 
EVP, National Advertising, Council of Better Business Bureaus, Guides for the Use of 
Environmental Marketing Claims (Comment No. 534743-00029). 
 
Communication from the Commission of the European Parliament, The Council, The 
European Economic and Social Committee and the Committee of the Regions, (2009) 



Bibliography 

 373 

‗Third Strategic Review of Better Regulation‘ 
 
Communication from the Commission of the European Parliament, The Council, The 
European Economic and Social Committee and the Committee of the Regions, (2008) ‗ 
Second Strategic Review of Better Regulation‘.  
 
Department of Treasury and Finance (Victoria), Victorian Guide to Regulation, 2nd ed, April 
2007 
 
Department of Finance and Deregulation, Best Practice Regulation Handbook, June 2010 
 
Department of Foreign Affairs and Trade, Australia United States Free Trade Agreement, 
National Treatment and Market Access for Goods 2004 
 
Department of Finance and Deregulation, Best Practice Regulation Handbook, June 2010. 
 
‗Direct to Consumer Advertising of Prescription Medicines in New Zealand‘ (Discussion 
Paper, Ministry of Health New Zealand, 2000) 
 
‗Direct-to-Consumer Advertising (DTCA) of Prescription Medicines and the Quality Use of 
Medicines (QUM) (Report, Pharmaceutical Health and Rational Use of Medicines 
(PHARM), Pharmac Committee, 2004) 
 
Division of Marketing, Advertising and Communications, Center of Drugs Evaluation and 
Research, Food and Drug Administration, United States Guidance for Industry – 
Accelerated Approval Products – Submission of Promotional Material . 
 
Donna U. Vogt U.S Congressional Research Service Report (CRS) RL 32853; Direct-to-
Consumer Advertising of Prescription Drugs (25 March 2005)  
 
Expert Committee on Complementary Medicines in Health System, Complementary 
Medicine in Australian - Report to the Parliamentary Secretary to the Minister of Health and 
Ageing (September 2003). 
 
FDA Advertising and Promotional Manual FDAADROM Appendix 11 (Westlaw, Thompson 
Publishing Group, 2007) 198 
 
Food and Drug Administration (FDA ), Department of Health and Human Science, United 
States, FDA Finalizes Rules For Claims on Dietary Supplements, (2000)  
 
Food and Drug Administration, Department of Health and Human Science, United States, 
United States, Guidance for Industry: Consumer-Directed Broadcast Advertisement  
 
Food and Drug Administration, Department of Health and Human Science, United States, 
United States, Law Strengthen FDA  
 
Food and Drug Administration, Department of Health and Human Services, United States, 
Comments of the Staff of the Bureau of Consumer Protection, the Bureau of Economics 
and the Office of Policy Planning of the Federal Trade Commission in the Matter of 



Bibliography 

 374 

Request for Comments on Consumer-Directed Promotion, Docket No 20033N-0344 
(2003).  
 
Food Standards Australia New Zealand Final Assessment Report- Proposal P293 – 
Nutrition, Health and Related Claims 
 
Food Standards Australia New Zealand Final Assessment Report- Proposal P293 – 
‘Nutrition, Health and Related Claims, A Short Guide to the New Standard‘ 
 
Federal Trade Commission, Unites States, A Brief Review of the FTC’s Environmental and 
Food Advertising Enforcement Programs, Remarks of Roscoe B. Starek, III, Commissioner 
of Federal Trade Commission before the Intellectual Property Law Committee of the 
Chicago Bar Association, Young Lawyers Section, Chicago Illinois, (13 October 1995)  
 
Government Accountability Office, United States, Report to the Ranking Minority Member, 
Committee on Commerce, House of Representatives, Non Prescription Drugs: Value of a 
Pharmacist-Controlled Class Has Yet to be Demonstrated, GAO/PEMD-95-12 (1995)  
 
Government Accountability Office, United States, Food Safety: Improvement Needed in 
Overseeing the Safety of Dietary Supplements and ‘Functional Foods GAO/RCED-00-156 
(2000)  
 
Government Accountability Office, United States, Report to Congressional Requesters, 
Non Prescription Drugs: Consideration Regarding a Behind-the-Counter Drug Class (2009) 
 
Government Accountability Office, United States, Report to Congressional Requesters, 
Prescription Drugs; FDA Oversight of Direct to Consumer Advertising Has Limitations, 
GAO-03-177 (November 2002) 
 
Guide to Classification of Food-Drug Interface Products 
 
Graham Mather and Frank Vibert, Executive Summary, ‗Reducing The Regulatory Burden: 
The Arrival of Meaningful Regulatory Impact Analysis (July 2004). 
 
Heinrich Janet, Government Accountability Office, United States, Dietary Supplement For 
Weight Loss, Limited Federal Oversight Has Focused More on Marketing than Safety 
GAO-02-985T, (July 2002) 
 
Hertog, Johan D. General ‗Theories of Regulation‘ (1999) 1 Edward Elgar Encyclopaedia 
of Law and Economics 223 
 
Hephurn, Glen Alternatives to Traditional Regulation, OECD Report, 2009 
 
Implementation of the Government Response to the Recommendations of the Expert 
Committee on Complementary Medicine in the Health System; the Progress Report 
(October 2006) 
 
Malaysia, Parliamentary Debate, Senate, 25 June 1990, 1380 (Tuan Mohammed Farid Bin 
Arrifin).  
 



Bibliography 

 375 

Malaysia, Parliamentary Debate, House of Representative, 12 June 1990, 3340 (Tuan Haji 
Mohammed Amin bin Haji Daud). 
 
Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of Health  
Medicine Advertisement Board Report (2006) (Malaysia) 
 
Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of 
Health, Annual Reports 
 

National Coordinating Committee, on Therapeutic Goods, Scheduling Policy Framework 
for Medicines and Chemicals (July 2010). 
 
Office of Information and Regulatory Affairs Office of Management and Budget, ‘Report to 
Congress on the Benefits and Costs of Federal Regulations and Unfunded Mandates on 
State, Local, and Tribal Entities‘ (2010). 
 
Prevention Magazine (1999) ‗National Survey of Consumer Reactions to Direct-to-
Consumer Advertising 
 
Prevention Magazine (2000) ‗International Survey on Wellness and Consumer Reactions 
to DTC Advertising of Rx Drugs‖ 
 
Productivity Commission, Australian Government, ‗Promoting Better Environment 
Outcomes‘ PC Update ISSN 1443-6671 (April 2008) 
 
Rhonda Galbally, Review of Drugs, Poisons and Controlled Substances Legislation: Final 
Report Part A (January 2001). 
 
Ratananwijitrasin Sauwakon and Wondemagegnehu Eshetu, Effective Drug Regulation, 
(World Health Organization 2002)  
 
Regulatory Reform Committee, House of Common United Kingdom, The Better Regulation 
Executive and the Impact of the Regulatory Reform (July 2008) 
 
Stephen A. Carter, Better Regulation Executive, Department for Business, Enterprise and 
Regulatory Reform (BERR) United Kingdom, (Annual Review 2008) ‗Making It Simple‘ 
 
Secretary of State for Constitutional Affairs and Lord Chancellor by Command of Her 
Majesty, The Law Commission (Consultation Paper No 302) in the Report to the 
Parliament of the United Kingdom by the (October 2006) Post-Legislative Scrutiny. 
 
Secretariat, Treasury Board of Canada, Government of Canada, Cabinet Directive on 
Streamlining Regulation 
 
'Traditional and Complementary Medicine' (2006) 1(1) Bulletin BPTK Malaysia 1  
 
Toogoolawa Consulting Pty Ltd, Report of a Review of Advertising Therapeutic Products in 
Australia and New Zealand, (November 2002). 
 
United States Government Accountability Office, United States, Report to Congressional 



Bibliography 

 376 

Requesters, Prescription Drugs: Improvements Needed in FDA’s Oversight of Direct-to-
Consumer Advertising, GAO -07-54 (2006). 
 
9th Malaysia Plan 2006-2010 (The Economic Planning Unit of the Prime Minister's 
Department Putrajaya, Malaysia, 2006) 
 
 

 
CASE LAW 
 
Australia 
Australian Competition & Consumer Commission v Purple Harmony Plates Pty Ltd 
(2002)196 ALR 576 
 
Australian Competition & Consumer Commission v Hughes (t/a Crowded Planet) [2002] 
FCA 270 BC2002200884 
 
Australian Competition and Consumer Commission v Henry Kaye and National Investment 
Institute Pty Ltd [2004] FCA 1363 
 
AstraZeneca Pty Ltd v GlaxoSmithKline Australia Pty Ltd [2006] FCAFC 22 
 
Kimberly –Clarke Australia Pty Ltd v Carter Holt Harvey Tissue Australia Ltd (1997) 37 IPR 
293 
 
 
 
Malaysia 
De Cruz Andrea Heidi v Guangzhou Yuzhitang Health Products Co Ltd and Orthers (2003) 
SGHC 229 
 
 
United States  
 
Central Hudson Gas and Electric Corp v Public Service Commission of New York, 447 U.S 
557, (1980). 
 
Colacicco v Apotex Inc 521, F.3d 253, 261 & 272; 2008. 
 
Hillsborough County v. Automated Med. Labs.,  471 U.S. 705 (1985), 713 
 
Pennsylvania Employment Benefit Trust Fund and others v Astrazeneca Pharmaceuticals, 
499 F.3d 239 (2007). 
 
Perez V Wyeth 734 N.J. 1, A.2d 1245 (N.J Sup Ct) (1999). 
 
Pearson V Shalala 164, F.3d 650, 655 (D.C. Cir) (1999). 
 
Virginia State Board of Pharmacy v Virginia Citizens Consumer Council, 425 US 748, 765 
(1976). 



Bibliography 

 377 

 
Whitaker v Tommy G Thompson 248 F. Supp 2d 1: U.S. Dist (2002), 25. 
 

 
 
LEGISLATION  
 
Australia  
 
Commonwealth  
Food Standards Australia New Zealand Act 1991 (Cth)  
 
Food Standards Australia New Zealand Regulation 1994 (Cth). 
 
Industrial Chemical (Notification and Assessment) Act 1989 (Cth)  
 
Therapeutic Goods Act 1989 (Cth) 
 
Therapeutic Goods Regulation 1990 (Cth) 
 
Trade Practices (Consumer Product Information Standards) (Cosmetics) Regulations 1991 
(Cth) 
 
Therapeutic Goods Regulations (Amendment) 1997 (Cth) 
 
Therapeutic Goods Advertising Code 2007 (Cth)  
 
Trade Practices Act 1974 (Cth). 
 
Trade Practices (Consumer Product Information Standards) (Cosmetics) Regulations 1991 
 
 
States and Territories  
Fair Trading Act 1987 (NSW) 
Poisons and Therapeutic Goods Act 1966 (NSW) 
Poisons and Therapeutic Goods Regulation 2008 (NSW) 
 
Fair Trading Act 1990 (Tas) 
Therapeutic Goods Act 2001 (Tas) 
Therapeutic Goods Regulation 2002 (Tas) 
 
Fair Trading Act 1999 (Vic) 
Therapeutic Goods Act 2010 (Vic) 
 
Fair Trading Act 1989 (Qld) 
Health Act 1937 (Qld)  
Health (Drugs and Poisons) Regulation 1996 (Qld) 
Health Regulation 1966 (Qld) 
 
Controlled Substances Act 1984 (SA) 



Bibliography 

 378 

Controlled Substances (Poisons) Regulations 1996 (SA) 
Fair Trading Act 1987 (SA) 
 
Fair Trading Act 1987 (WA) 
Health Act 1911 (WA) 
Health (Drugs and Allied Substances) Regulations 1961 (WA) 
Therapeutic Goods Bill 2000 (WA) 
 
Fair Trading Act 1992 (ACT) 
Medicines Poisons and Therapeutic Goods 2008 (ACT) 
 
Consumer Affairs and Fair Trading Act 1990 (NT) 
Therapeutic Goods and Cosmetics Act (NT) 
 
 
Malaysia 
Consumer Protection Act 1999 (Malaysia) 
 
Control of Drugs and Cosmetics Regulations 1984 (Malaysia)  
 
Dangerous Drugs Act 1952 (Malaysia) 
 
Food Act 1983 (Malaysia) 
 
Food Regulations 1985 (Malaysia) 
 
Indecent Advertisement Act 1953 (Malaysia) 
 
Medicine Advertisements Board Regulation 1976 (Malaysia) 
 
Poisons Act 1952 (Malaysia) 
 
Registration of Pharmacist Act 1951 (Malaysia) 
 
Sale of Drugs Act 1952 (Malaysia) 
 
Medicines (Advertisement and Sale) 1956 (Malaysia) 
 
Trade Description Act 1972 (Malaysia) 
 
 
USA 
Dietary Supplement Health and Education Act (1994) (United States) 
 
Federal Food Drug and Cosmetic Act 1938 (United States) 
 
Federal Trade Commission Act 1914 (United States) 
 
Food and Drug Administration Amendment Act 2007 (United States) 
 



Bibliography 

 379 

Prescription Drug User Fee Act (United States) 
 
Medical Device User Fee and Modernization Act (United States) 
 
Nutrition Labelling and Education Act of 1990 (United States) 
 
Orphan Drug Act 1983 (United States) 
 

 
Industry Codes of Conducts and Guidelines  
 
Australia  
 

Australia New Zealand Food Standards Code Standard (Cth) 

Therapeutic Goods Advertising Code 2007 (Cth)  

Complementary Healthcare Council of Australia Code of Practice 2005  

Australia New Zealand Food Standards Code 

Australian Self-Medication Industry Code of Conduct (Edition 16) 2009 

Medicine Australia Code of Conduct 2010  

Complementary Healthcare Products and Medical Devices 

Complementary Healthcare Council of Australia Internet Guideline for Complementary 

Healthcare Products 

Code of Practice for Ensuring Raw Material Quality and Safety 

Therapeutic Goods (Excluded Goods) Order No. 1 of 2008 

 
Malaysia  
ASEAN Cosmetic Documents Appendix III of ASEAN Cosmetic Claims Guidelines Annex 1 
Part 8, s 1. 
 
Guidelines on Medical Products and Appliances 2009 (Malaysia) Guidelines for Control of 
Cosmetic Products 2009 (Malaysia) 
 
Guidelines for Application of (CTIL) and Clinical Trial Import License Clinical Trial 
Exemption (CTX) 
 
the Pharmaceutical Association of Malaysia (PhAMA) Code of Pharmaceutical Marketing 
Practices for Prescription (Ethical) Products (18th Edition) 2010 (Malaysia)  
 
Communications and Multimedia Content Code 2004 (Malaysia) 
 
Malaysian Code of Advertising Practice (Third Edition) 2008 (Malaysia) 
 
Malaysian Guidelines for Good Clinical Practice 2004 
 



Bibliography 

 380 

 
 
United States 
 
FTC Policy Statement on Deception, 
 
FTC Policy Statement Regarding Advertising Substantiation 
 
Statement of Policy on the Scope of Consumer Unfairness Jurisdiction 
 
The Enforcement Policy Statement on Food Advertising 
 
Dietary Supplement: Advertising Guide for Industry 
 
 
 

OTHER SOURCES  
 
Internet Materials 
 
Aikin Kathryn J., Swasy John L. and Braman  Amie C, Center for Drug Evaluation and 
Research, Food and Administration, Department of Health and Human Services, United 
States, Patient and Physician Attitudes and Behaviors Associated with DTC Promotion of 
Prescription Drugs: Executive Summary of FDA Survey Research Results, 
<htttp://www.fda.gov/cder/ddmac/researchka.htm>. 
 
Beales J Howard, Federal Trade Commission, United States, The FTC‘s Use of Unfairness 
Authority: Its Rise, Fall and Resurrection Speech 
<http://www.ftc.gov/speeches/beales/unfair0603.shtm>  
 
 
Complaints Resolution Panel, Therapeutic Products Advertising Complaints, Australia, 
Complaints about Advertisements for Therapeutic Products In Australia < 
http://www.tgacrp.com.au/>  
 
Complementary Healthcare Council of Australia, Australia, Application for Advertising 
Approval for Complementary Medicine and Over the Counter Medicine 
<http://www.chc.org.au/scripts/cgiip.exe/WService=ASP0012/ccms.r?PageId=10047>  
 
Center for Drug Evaluation and Research, Division of Drug Marketing Advertising And 
Communications, Food and Drug Administration, United States, Federal Mission Statement 
<http://www.fda.gov/cder/ddmac> 
 

Drug Control Authority, National Pharmaceutical Control Bureau, Ministry of Health, 
Malaysia, Introduction to DCA <http://www.bpfk.gov.my/ >  

Drug Control Authority, National Pharmaceutical Control Bureau, Ministry of Health, 
Malaysia, The List of Registered or Notified Products 
<http://www.bpfk.gov.my/search/search_product.asp>  

http://www.tgacrp.com.au/
http://www.chc.org.au/scripts/cgiip.exe/WService=ASP0012/ccms.r?PageId=10047
http://www.fda.gov/cder/ddmac%3e%20at%207%3e%20%20July%202008
http://www.fda.gov/cder/ddmac%3e%20at%207%3e%20%20July%202008


Bibliography 

 381 

 
 

Food Safety and Quality Division, Ministry of Health, Malaysia, Guide to Classification of 
Food-Drug Interface 
 Product,<http://fsq.moh.gov.my/modules/xt_conteudo/index.php?id=220>  
 
Lydia Parnes, Federal Trade Commission, Department of Health and Human Services, 
United States About the Bureau of Consumer Protection < 
http://www.ftc.gov/bcp/about.shtm> 
 
 
Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of 
Health, Malaysia, Food and Drug Inter-face Advertisements 
<http://www.pharmacy.gov.my/html/MAB/advertisement_board_f.htm>  
 
Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of 
Health, Malaysia, Legal Action: Court Case Report 
<http://www.pharmacy.gov.my.html/MAB/advertisement_board-legal_action.htm>  
 
Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of 
Health, Malaysia, Case Report  
<http://www.pharmacy.gov.my/html/MAB/advertisement_board_legal_action_f.htm>   
 
Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of 
Health, Malaysia, Application Procedure  
<http://www.pharmacy.gov.my.html/MAB/advertisement_board_application.htm> 
 
 
Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of 
Health, Malaysia, About Medicine Advertisement Board (MAB) 
<http://www.pharmacy.gov.my.html/MAB/advertisement_board_application.htm>  
 
Medicine Advertisement Board of Pharmaceutical Service Division of the Ministry of 
Health, Malaysia, Guidance to Advertisers: Responsibility of the Advertisers Prior to 
Advertising the Products with Medical or Health Claims 
<http://www.pharmacy.gov.my.html/MAB/advertisement_board_application.htm>  
 
National Pharmaceutical Control Bureau, Ministry of Health, Malaysia, New Procedure for 
Control of Cosmetics Products in Malaysia < http://202.144.202.76 
/bpfk/index/cfm?menuid=34>  
 
 
National Centre of Excellence in Functional Food Health Claims Regulatory System 
Australia and New Zealand (2004) <http: www.nceff.com.au>  
 

National Pharmaceutical Control Bureau Ministry of Health Malaysia, National List of 
Registered or Notified Products, <http://www.pharmacy.gov.my/html/nedl.htm >  

Parnes Lydia, Federal Trade Commission, United States, About the Bureau of Consumer 
Protection [1] < http://www.ftc.gov/bcp/about.shtm>  

http://www.ftc.gov/bcp/about.shtm
http://www.pharmacy.gov.my.html/MAB/advertisement_board-legal_action.htm
http://www.pharmacy.gov.my/html/MAB/advertisement_board_legal_action_f.htm
http://www.pharmacy.gov.my.html/MAB/advertisement_board_application.htm
http://www.pharmacy.gov.my.html/MAB/advertisement_board_application.htm
http://www.pharmacy.gov.my.html/MAB/advertisement_board_application.htm
http://www.nceff.com.au/
http://www.ftc.gov/bcp/about.shtm


Bibliography 

 382 

 
Prescription Access Litigation (PAL) Drug Advertising at 
http://www.prescriptionaccess.org/learnmore?id0003 >  
 
Therapeutic Goods Administration, Department of Health and Ageing, Australia, Medicines 
Regulation and the TGA <http://www.tga.gov.au/html/medregs.htm >  
 
Therapeutic Goods Administration, National Drugs and Poisons Schedule Committee, 
Department of Health and Ageing, Australia, Interim Guidelines For The National Drugs 
and Poisons Schedule Committee (November 2009) at 
<http://www.tga.gov.au/ndpsc/ndpscg.pdf >  
 
Therapeutic Goods Administration, Department of Health and Ageing, Australia, Section 7 
Declaration – Food or Therapeutic Goods? Background.‘ (2006) at 
http://www.tga.gov.au/cm/cmreg-aust.htm at 23 February 2008.>  
 
Therapeutic Goods Administration, Department of Health and Ageing, Australia, Cosmetic 
Claims Guidelines at <http://www.tga.gov.au/docs/html/cocslaim.htm>  
 
Therapeutic Goods Administration, Department of Health and Ageing, Australia Regulation 
of Cosmetic <http://www.tga.gov.au/index.htm>  
 
Therapeutic Goods Administration, Therapeutic Goods Administration, Department of 
Health and Ageing, Australia, Regulation of Advertising of Therapeutic Goods in Australia < 
http://www.tga.gov.au/docs/pdf/advreg.pdf  >  
 
Therapeutic Goods Administration, Department of Health and Ageing, Australia, Regulation 
of Complementary Medicine in Australia: an Overview (2006) 
<http:www.tga.gov.au/cm/cmreg-aust.htm>  
 
Therapeutic Goods Administration, Department of Health and Ageing, Australia, Australia 
New Zealand Therapeutic Products Authority (ANZTPA), < 
http://www.tga.gov.au/tta/index.htm>   
 
Traditional Complementary Medicine, Chronology of Medical System Development in 
Malaysia  
<http://210.19.208/NHICContent/tcm.aspx?contentid=CTN00809>  
 
 
 
Newspaper Articles  
Cresswell, Adam, 'Drug Safety Experts Have Called on the Federal Government to Tighten 
Monitoring Procedures That Can Detect Harmful Drug Side-Effects', The Australian 
(Australia) 14 July 2007, <http://www.theaustralian.news.com.au/story/0,20867,22069490-
23289,00.html>  
 
Cresswell, Adam, 'Drug Regulator Collapse Dents Patients Hopes', The Australian 
(Australia), 28 July 2007, < http;//www.theaustralian.new.com.au/story/ >  
 
Cresswell, Adam, 'Fines Fails To Curb Bad Advertising', The Australian (Australia) 17 

http://www.prescriptionaccess.org/learnmore?id0003
http://www.tga.gov.au/cm/cmreg-aust.htm%20at%2023%20February%202008
http://www.tga.gov.au/docs/html/cocslaim.htm
http://www.tga.gov.au/index.htm
http://www.tga.gov.au/docs/pdf/advreg.pdf
http://www.tga.gov.au/tta/index.htm
http://210.19.0.208/NHICContent/tcm.aspx?contentid=CTN00809


Bibliography 

 383 

February 2007,  
< http://www.theaustraliannews.com.au/story/0,20867,21237701-23289,00.html >. 
 
Cruez, Annie Freeda, 'More Slimming Products Banned', News Straits Times, (Malaysia) 
15 July 2002  
 
Fong, Celeste, 'Slimming Pill Takers Unaware of the Dangers', The Star, (Malaysia) 2 June 
2002 
 
Fong, Celeste, 'Stern Action Against Misleading Slimming Ads', The Star, (Malaysia) 14 
June 2002 
 
Habibu, Sira, 'Slimming Pill Blamed For Death', The Star, (Malaysia) 2 July 2002 
 
Ismail, Izwan, 'Internet and Rise of Mobile Users To Drive Advertising ', New Straits Times 
(Malaysia) 29 October 2007. 
 
Kirkey, Sharon 'Antidepressants linked to higher risk of miscarriage', Calgary Herald 
(online) 31 May 2010, 
<http://www.calgaryherald.com/news/Antidepressants+linked+higher+risk+miscarriage/309
4082/story.html>  
 
Li, Lam and Peng, Lee Yuk, 'Government Keeping Daily Tabs On Publicity For Slimming 
Products', The Star, (Malaysia) 10 June 2002  
 
Poosparajah, Sujatani, 'Minstry Orders  Withdrawal of Slimming Products Bestrim', News 
Straits Times (Malaysia) 5 June 2002  
< http://www.bpfk.gov.my/related%20news/related%20news.htm > 
 
Redmond, Christine 'Sibutramine Ban Will Influence New Obesity Drugs; Weight Loss Drug 
Withdrawal will Pave Way for New Obesity Treatments', Suite 101.com (online) 27 January 
2010,  < http://weightloss.suite101.com/article.cfm/sibutramine-ban-will-influence-new-
obesity-drugs#ixzz0rRr5IXm1> 
 
Sinnathamboo, Michelle Lin, 'Four More Herbal Slimming Drugs Banned', The Malay Mail, 
(Malaysia) 10 July 2002 
 
'The Skinny On Slimming Pills', New Straits Times, (Malaysia) 18 June 2002  
 
'Think Again Before You Try the Magic Pill', News Straits Times,(Malaysia) 22 May 2002 
 
Tohmatsu, Deloitte Touche, Consumer Protection Law Regarding B2C, JETRO (November 
2001) <http://www.jetro.go.jp/en/stats/survey/b2c/malaysia.pdf >  
 
Too, Dr, 'Drug Control Authority Needs To Perk Up', February 27 2006 6:06pm, < 
http://www.malaysiakini.com/letters/47544 >. 
 
Wong, David A, ‗Natural & Safe: Spine Care Provider's Guide to Herbal Supplements' 
(2003) (January/February) SpineLIne 16 
 



Bibliography 

 384 

Che Mohd Zin  Che Awang, Y.Bhd Dato' Regulation and Safety of Dietary Supplements in 
Safeguarding Public Health (Speech delivered at Seminar on Dietary Supplement at Hotel 
Holiday Villa, Subang Jaya, Malaysia, 15 January 2004 ) 
 
 
Personal Interview  
Interview with 3 officers namely; (1) Yogeswary a/p V Markandoo, the Deputy Director of 
Pharmacy Enforcement Division; (2) Nor Aza Binti Hassan, the Assistant Deputy Director 
of Pharmacy Enforcement Division; and (3) Azlinda Binti Abdul Samad, the Assistant 
Deputy Director of Pharmacy Enforcement Division, all from the Medicine Advertisement 
Board, Pharmacy Enforcement Division Ministry of Health Malaysia, (personal interview, 18 
May 2007). 
 



Appendix 

 385 

APPENDIX  

 
 
Appendix A 
Official Website of Medicine Advertisement Board in 2007 
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Appendix B  
Example of Advertisement found misleading by the Medicine Advertisement Board.  
 
 
Food and Drug Interphase Advertisements 
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The Statement ‗Over 28,000 clinical studies worldwide shown That ―You Can Turn Your 
Biological Clock By 20 years is not true and is not permitted to be advertised if it is 
classified as pharmaceutical product.  
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Advertisements Without Approval From Medicine Advertisement Board (MAB) 
The following are examples of advertisement for products that are registered as  
pharmaceutical products with the Ministry of health Malaysia however, these product failed 
to obtain the necessary approvals from the Medicine Advertisement Board . These 
advertisements were found to be in breach of s 4B of the Medicine Advertisement & Sale 
Act 1956. (Malaysia)  
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Below are the categories of advertisements that was publicized without adhering to the 
format approved by he M.A.B. 
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Appendix C 
Compilation of Cases in breach of Medicines (Advertisement and Sale) Act 1956 by the Pharmacy 
Enforcement Section, Ministry of Health Malaysia.  
  

Bil/No  Syarikat/Company Tahun/Year Kesalahan/Breaches Denda/Fine 

1 Yun nam Hair Cair S/B. 2004 S 4A 1,500.00 

2 Rodiah Tok Kechil 2004 S 4B 1,000.00 

3 Svenson S/B. 2004 S 4A 400.00 
4 TRN Marketing S/B. 2005 S 4B 500.00 @ penjara 2 

minggu 

5 TRN marketing S/B. 2005 S 4B 500.00 @ penjara 2 
minggu 

6 Blue Iris Marketing S/B. 2005 S 3(1) 700.00 @ penjara 3 
minggu 

7 Pfizer (M) S/B. 2005 S 4B 700.00 @ penjara 3 
minggu 

8 Leesa Formula S/B. 2006 S 3(1)(c) 500.00 @ penjara 2 
minggu 

9 Organon (M) S/B. 2006 S 4B 800.00 @ penjara 2 
bulan 

10 Bella‘Z Mutiara Marketing S/B. 2006 S 4B 700.00 @ penjara 2 
bulan 

11 Sendayu Tinggi S/B. 2006 S 4B 1,000.00 

12 Audra Herbal S/B. 2006 S 4B 800.00 @ penjara 1 
bulan 

13 Liwon Marketing S/B. 2006 S 4B 900.00  

14 D‘Navenchee S/B. 2006 S 4B 900.00 

15 Nona Rogay S/B. 2007 S 4B  800.00  @ sebulan 
penjara 

16 Kumpulan Malay Media S/B.  2007 S 4B 700.00 @ sebulan 
penjara 
 

17 Kumpulan KTH S/B.  2007 S 4B 700.00 @ sebulan 
penjara 
 

18 Alice Total Health & Beauty 
Specialist S/B.  

2007  900.00 @ 9 hari 
penjara 

19 Herba Al -Jabbar 2008 S 4B 1,000.00 

20 Million Ringgit Marketing 2007 S 3(1)(c) 700.00 @ 7 hari 
penjara 

21 Kumpulan Malay Media S/B. 2007 S 3(1)(c) 1,500.00 @ 7 hari 
penjara 

22 D‘Navenchee Beauty S/B 2008 S 4B 2,000.00 @ 2 bulan 
penjara 

23 Era Cekap Enterprise 2009 S 3(1)(a) 1,500.00 @ 1 bulan 
penjara 

24 Dunia Herbs Sales & Marketing 2009 S 4B 1,500.00 @ 1 bulan 
penjara 

25 Herbaceutical (M) S/B. 2009 S 4B 3,000.00 @ 5 bulan 
penjara 

26 Al-Jabbar Healthcare S/B. 2009 S 3(1)(a) 4,000.00 @ 5 bulan 
penjara 

27 Easy Excell Biz S/B. 2010 S 3(1)(c) 1,200.00 @ 2 bulan 
penjara 
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Statistics on the Number of Cases charged under the Medicines (Advertisement and Sale) Act 1956 for 
Malaysia.   
Statistik Pendakwaan Untuk Kes-kes Kesalahan di Bawah Akta Ubat (Iklan dan Jualan)1956 Untuk Seluruh 
Negara 

Tahun/Year Jumlah kes/No of Cases Denda (RM)/Fine  

2005 10 7,300.00 

2006 11 10,250.00 

2007 18 16,800.00 

2008 25 27,500.00 

2009 29 50,100.00 

2010 (sehingga Jun) 12 19,400.00 

 
Kesalahan yang terlibat  dibawah Akta Ubat (Iklan dan Jualan)1956 yang biasa didakwa adalah : 
 

1. Tidak mematuhi Seksyen 3(1)(a,b,c,d) 
2. Tidak mematuhi Seksyen 4A  
3. Tidak mematuhi  Seksyen 4B 

 
Complied by Ghazali Mansor, Senior Principal Assistant Director, Legal Section, Pharmacy Enforcement 
Section, Ministry of Health Malaysia on the 3rd of December 2010.  
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Appendix D -  A recent Internet search of websites on types of advertising claims. 
 
Advertisements also commonly show before and after photographs of patients who had taken the product 
and allegedly been cured. 
 
 

 
 
 

testimonies; in one of which there was a claim of a cure for cervical cancer,1 GAMAT HEALIN 
better healthy life  

 Home  

 Healwell  

 gamolen and gamatol  

 testimony of jelly  

 documentary  

 FAQ  

 contact us  

 

INJURED LEG CURED BY GAMAT JUICE  

 

              

 

PUAN Halimah has suffered from diabetes for several years and ail efforts and pains were taken to cure that 
disease but with no encouraging results. A lot of expenses were incurred to cure the discase. It happened 
when she accidentally kicked a sharp object in front of her house. Her left leg toe started to swell. She 
consulted several traditional doctors and tried various traditional medicine without success. 

                                                        
 

http://gamathealin.webs.com/
http://gamathealin.webs.com/healwell.htm
http://gamathealin.webs.com/gamolenandgamatol.htm
http://gamathealin.webs.com/testimonyofjelly.htm
http://gamathealin.webs.com/documentary.htm
http://gamathealin.webs.com/faq.htm
http://gamathealin.webs.com/contactus.htm
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Unfortunately, her left leg continued to swell further making her movements difficult and restricted. She 
suffered immense pain when her toe wound worsened. To reduce the pain she took pain killers bought from 
a nearby shop where she stays. The painkillers were temporarily effective and she was in pain again. Due to 
the pain she was going through, she consulted a doctor in Selama, Perak. She was advised by the doctor to 
amputate her toe. However, Puan Halimah had no desire to lose her toe but rather leave it as it was then to 
be cripple. 

Puan Halimah was approached by an Awal Gamat agent who recommended her Gamat Juice. At first she 
had little faith in the product, as to what effect a juice could do to cure her legs. After much convincing from 
the agent, she decided to try the product. However, after a short period of consuming the Gamat Juice she 
noticed changes in her wounds. It dried up the pus on her wounds. It also reduced the swelling of the toe and 
other parts of her legs. Since then, she began to believe in the product and it is a must for her to consume 
the Gamat Juice. Smilingly, she said: "it is a must for me to consume Gamat Juice or my life is incomolete". 

She also wishes to advice others who suffers the same fate to start using Gamat Juice immediately as it 
would be foolish not to try something new but rather lose part of their organs. 

" like me, I did not believe in the product but after trying it I know of the effectiveness of the Gamat Juice. It is 
not because I am trying to promote the product but only trying to help others who suffer the same fate I did", 
said Puan Halimah. 

EFFECTS OF GAMAPEPTIDE ON HUMAN SKIN 
 

Nothing even comes close to measuring up with Gamat Oral Juice/Jelly when it comes to beauty 
enhancement. It helps your body to produce natural collagen to delay and reduce fine lines and improve 
complexing noticeably. No expensive collagen-based or anti-oxygen gels can compare. As mush as external 
application product claims to work beneath the skin, our observations show that only Gamat Oral preparation, 
truly rejuvenates the skin from within. 

The numerous studies carried out after consumption of Gamat Oral preparations have provided 
evidence of;  

i. Stimulating effect on cell renewal of the epidermis, thanks to the formation of new vessels and greater oxygen 
consumption, thus better cellular respiration. 

ii. Greater suppleness caused by maintaining a satisfactory degree of moisture in the skin and good elasticity due to better 
quality of the supporting fibers. 

More than just enhancing the superficial condition, gamat oral preparations consumption go beyond the skin-
deep layer, literally to improve the overall state of the being. 

Skins.  
Whether consuming it orally or applying directly onto the skin surface, the main effect of Healin Master is on 
blood vessels and capillaries. This substance could increase the blood flow by dilating the blood vessels and 
capillaries in organs, tissue and on the skin surface. By doing this it helps to nourish the organs, tissue, cells 
and skins with nutrient and increase the supply of oxygen. Research has shown that nourishing the skin from 
the inside will help maintaining a regular skin structure and in the presence of gamapeptide it will rebuild 
damaged skin. 
 
Cardiovascular System 
Our research data have shown that following consumption of Oral Jelly for one hour, it exhibited a protective 
effect on cardiovascular system anaphylactic reaction. It's proven cardio tonic activity, that is increase the 
ability of heart to beat in addition to its vasodilator effect on coronary arteries may probably account for the 
observation that it could relieve chest pain in most patients. Thus, it is assumed that Healin Master oral 
preparations may be of benefit in those affected by circulatory disorders like high blood pressure, short of 
breath (dyspnea) in chained smokers and the feeling of lethargy.  
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Healing of wounds and suppression of inflammation  
Taking Healin Master oral preparation will increase the insulin release from the pancreas. Thus causes 
increased utilization of glucose and oxygen. These two effects are coupled and they result in a rise in the 
ATP-turnover and thus in a greater provision of energy in the cell.  

In deficient state with impairment of the normal function of the energy metabolism such as hypoxia (short of 
oxgen supply), and in states of increased energy requirement in reparation and regeneration, Healin Master 
oral preparation promotes the energy-dependent processes of the functional metabolism and the 
conservation metabolism. An increase in blood supply is seen as a secondary effect. 

The levels of insulin increase in a dose-dependent manner following the intake of oral preparation. This 
probably accounts for the reduction in blood glucose level and the stimulation in appetite especially in the 
early stage of consumption. 

iv. Respiratory System  

One day because of excruciating pain my back and difficulty in breathing, I went to the hospital only to find 
that my right lung had degenerated. The doctor probed from all angles, but could not locate the cause. I was 
discharged after 2 days in the hospital with just some antibiotics and routine steroid treatments. The pain 
plagued me daily thereafter and I could hardly sleep at night. I was depressed and campus life was 
uninteresting because of my inability to participate in laboratory work. After taking GAMATTM plus for 3 
weeks, my pain was gone and I could breathe much better. My face was smoother and rosy - much better 
than before GAMAT TM intake. Now I look forward to campus life and every day is a new challenge (photos 
attached). 

                         
 

i) Image (x-ray) 
 showing the  degeneration of right lungs. 
 
ii) 3 weeks after the intake of GamatPlus. 
Radio imaging shows the reappearance  
of blood vessels in the right lung.  
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Pharmacology of Gamapeptide Extract (Supreme Gamat) 
Laboratory observations indicates that gamapeptide injection or ingestion though oral route produced various 
dose-dependent effects, including the promotion of cellular respiration (increase oxidative phosphorylation), 
induction of wound healing, suppression of pain, systemic anaphylactic reactions and suppression of fatigue. 
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1. Promotion of Wound Healing 
The wound healing promotion was markedly stronger that of control guinea pigs with induced wounds. The recovery time 

was 3-fold faster than the contol group. 

2. 
Anti-Stress Effect  

Ingestion of extract exhibited anti-anaphylactic effects when tested on systemically induced anaphylactic reactions. 
Guinea pigs sensitized with ovalbumin will undergo systemic anaphylactic reactions and died within 9 minutes following 
the challenge with and antigen. Pretreatment with Gamapeptide extract orally delayed the death for 47 minutes whilst 

comparatively, pretreatment with dexamethas one managed to delay time of death for only 21 minutes. 

1. Promotion of Wound Healing 
The wound healing promotion was markedly stronger that of control guinea pigs with induced wounds. The recovery time 

was 3-fold faster than the contol group. 

2. 
Anti-Stress Effect  

Ingestion of extract exhibited anti-anaphylactic effects when tested on systemically induced anaphylactic reactions. 
Guinea pigs sensitized with ovalbumin will undergo systemic anaphylactic reactions and died within 9 minutes following 
the challenge with and antigen. Pretreatment with Gamapeptide extract orally delayed the death for 47 minutes whilst 

comparatively, pretreatment with dexamethas one managed to delay time of death for only 21 minutes. 

Promotion of Wound Healing 
The wound healing promotion was markedly stronger that of control guinea pigs with induced wounds. The 
recovery time was 3-fold faster than the contol group. 

Anti-Stress Effect  
Ingestion of extract exhibited anti-anaphylactic effects when tested on systemically induced anaphylactic 
reactions. Guinea pigs sensitized with ovalbumin will undergo systemic anaphylactic reactions and died 
within 9 minutes following the challenge with and antigen. Pretreatment with Gamapeptide extract orally 
delayed the death for 47 minutes whilst comparatively, pretreatment with dexamethas one managed to delay 
time of death for only 21 minutes. 

Toxicology Acuter Toxicity Studies  
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Lethal Oral Dose (ml/kl)  
Infinity no animal (mouse) died when consume up to 100 ml/kl body weight. 

Teratogenicity  
Daily ingestion at 10-100 mg/kg (therapeutic effect can be obtained at 3-10 mg/kg) body weight for 14 days on day 7 and 17 
of pregnancy in female Wistar rats. This substance produced to influence on fetus delivered at term or pups ages 21 days or 

younger. 

Anaphylaxis Test 
Guniea pigs or sensitized guinea-pigs were administered orally with Gamapeptide Extract and observed for occurrences of 

systemic anaphylactic reactions. No anaphylactic reaction was observed follwing the ingestion. 

Histamine Test 
Pain and itch Perception 

Our studies both experimentally and clinically in patients with injuries suggest that products of "Gamat" possesses 
remarkable effect on suppression of pain and itch perception. When you are inflicted with pain associated with injuries, any 

of the product of healin Master, be it cream, gel, body, shampoo, nor facial foam, will surely relieve the pain and itch 
sensation. 
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Leng Sin - Testimonies; in one of which there was a claim of a cure for cervical cancer,2 
 

 

 

 

 
 

 
 

 

 
 

 
Symptoms 

 
 

 
  

 
  Cancer 

 

 
  Diabetes 

 

 
  Ovarian Problem 

 

 
  Thyroid 

 

 
  

 

 
 

 
Our Products 

 
 

 
  

 
  Herbal Tea 

 

 
 

 

 

   
Testimonials 

 

    Case 1: Cervical cancer 

  

Symptoms :Cancer 

  

   
   
In August 1995, madam Choo was diagnosed with cervical cancer. She then accepted series of 
radiotherapy treatment. There was no improvement after radiotherapy, more over she suffered 
from the side effects. 

 
On 5 September 1995, she started drinking LS Herbal Tea (50gm) and one bottle of Xiao Yan 
Bao, and she followed our advice on diet ?cutting down the intake of meat. 

 
Madam Choo went back for check-up after 3 months on herbs. Medical report indicated that she 
had great improvement. 

 
She continued drinking LS Herbal Tea (20gm) everyday, and taking Xiao Yan Bao occasionally 
(every one or two week once). 

 
One year later she went back to the same hospital for medical check-up, doctor confirmed that 
she was free of cancer at that time. 

 
 

                                                        
2 <www.lengsian.com.my>. Last visited 9 November 2010. 
 

http://www.lengsian.com/testimonial.php?TC_Id=3
http://www.lengsian.com/testimonial.php?TC_Id=4
http://www.lengsian.com/testimonial.php?TC_Id=5
http://www.lengsian.com/testimonial.php?TC_Id=6
http://www.lengsian.com/product.php?P_Id=1
http://www.lengsian.com.my/
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    Case 2: Uterus fibroid 

  

Symptoms :Ovarian Problem 

  

   
 Madam Loo (42 years old) has menstrual pain since early age. She needs to take 1 strip 

of menstrual panadol a day when having menstrual pain. In September 1997, she 
experienced heavy menstrual flow.  

A 3x3cm fibroid was discovered in her ovary.  
  

  
After medical consultation, she started drinking LS Herbal Tea (40gm) everyday.  

 After drinking for 1 month, she did not have any discomfort during menstruation.  
 She did not experience menstrual pain in the subsequent 2 months.  
  

  
In February 1998 she went back to the same specialist center for check-up. It was confirmed that 
there is no more fibroid in her ovary.  
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    Case 3: Diabetes, Heatiness 

  

Symptoms :Diabetes 

  

  

Mr. Chua who works in a farm always has headache, flu, and heatiness problems for years. He also 
suffers from constipation problem, every time he spends about half an hour in toilet. Moreover, he 
always feels breathless when he is working. 

. 

His 48-year old mother has diabetes. Both her legs are swallen (edema), and she also has frequent 
urination.  She need to go to clinic almost every month for same reason; vomit and diarrhea due to 
heatiness. 

Mr. Chua started drinking LS Herbal Tea everyday with the dosage of 50gm, boiling in 1.5 liter of 
water. The first boiling was given to her mother, while he took the second boiling. 
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Two days after he drank LS Herbal Tea, he felt much better when going to toilet, there was no more 
constipation. One week later, he experienced an overall improvement, he sweat a lot when farming,  
he felt very healthy. In fact, he never feel breathless and headache anymore. 

Great improvement was seen in his mother's health too. Firstly, vomiting and diarrhea problem were 
gone, then her swellen legs started to subside. At the same time, she did not have frequent 
urination, only 2 to 3 times a day (day time).  And her sugar level dropped to normal from 
16mmol/liter. 

 

  
  
  

    Case 4: Ovarian Fibroid 

  

Symptoms :Ovarian Problem 

  

Ms Lee (22 years old) always has heavy menstrual flow. 
 

Medical check-up indicated that she had a ovarian fibroid (7 years ago, forgotten about the size). 
Doctor suggested to remove, but parents opposed  to the operation.  

 
She started drinking LS Herbal Tea. After 2 months, she went for medical check-up in 
Singapore, no more fibroid. 

 
She returned to Sabah for her study after that. Went for another medical-check up, confirmed no 
more fibroid. 

 

  
  
  

    Case 5: Thyroid, Female related problems 

  

Symptoms :Thyroid 

  

  Madam Lee (43 years old) has thyroid problem Whenever she is 
moody, her thyroid glands would enlarge and she would feel pain. She always feels lack of energy, 
flu and headache. 

 
Started drinking LS Herbal Tea in June 2002 (40gm a day). After 3 months, her thyroid problem 
subsided. 
 
Her daughter (18 years old) has leucorrhea and pre-menstrual syndrome, she always feel lethargy 
and discomfort. After drinking LS Herbal Tea for 2 months, all her problems disappeared. 

 

  
  
  

    Case 6: Hipoglycemia 
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Madam Tan used to suffer from sudden blackout. There was once she black-out and fell off from a 
bike while riding pillion on the road. Besides, she always fainted when working halfway, as a result, 
she was force to quit the job. 

She tried to consult many doctors, but her condition did not improve. 

After drinking LS Herbal Tea for about 1 month, her condition improved significantly. She continues 
drinking LS Herbal Tea , and her problem never relapse. Now, she has returned to her job. She has 
been drinking LS Herbal Tea fore more than 4 years. 
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Advertising claims such as that medicinal products are purely ‗herbal and safe‘, ‗100% safe and effective‘, or 
‗100% natural‘ are found.3  
 
 
 
 
 

 

  

  

 

 

 

 

 

 

 

  

 

 
All major credit cards 

accepted through PayPal 

  
 

 

Rainforest Herbs Product Categories 

Men's Health Range  

 

Also known as Malaysian Ginseng, 
Tongkat Ali (Eurycoma longifolia) has an 

ancient reputation as an aphrodisiac  

 

Women's Herbal Health  

 

Boost energy, relieve PMS 
symptoms, menstrual  

irregularities, restore and tonify 
the uterus & accelerate healing  

   

Virgin Coconut Oil      

 

Pure Organic Cold Pressed Virgin Coconut 
Oil - nature's healthiest oil for energy, 

immunity, weight loss and beauty  

  

Anti-Aging Repair Skin Serum 

 

100% natural formula with unique 
antioxidant organic plant lipid extracts 

including; Sea Buckthorn Seed, Argan 
Nut and Acai Berry.   

   

Arthritis & Gout Relief  

 

Many of the drugs and over the counter 
remedies commonly taken for arthritis bring 
only temporary relief  

 

Internal Skin Health & Memory 

 

Pegaga Plus contains standardized 
extracts found to enhance skin cleansing 

and cellular rejuvenation while improving  
circulation to the brain 
 

 

Herbal Coffee for Men & Women  

 

Coffee lovers everywhere can now enjoy 

the intense Rainforest Herbs coffee and 
medicinal herb blends  

 

 Liver Protection  

 

Few realize the vital importance 
our liver plays in our health and 
that an essential tropical plant 

holds a secret 
 

Weight Loss 

 

SLIMN Cafe contains the only known 
herbal weight loss ingredient that is both 

100% safe and effective for long-term 
health, Hoodia gordonii 
 

 

Biohealth Herbal Teas  

 

Our healthy range of Malaysian rainforest 
herbal tea blends includes Misai Kucing, 

Kacip Fatima and Hempedu Bumi  

 

Immune Health  Biohealth Animal Health  

Science understands that many of these 
unique herbs boost immunity and raise 
our ability to resist disease  

100% herbal health products for pets and 
companion animals to improve vitality, 
digestive health and prevent disease 
 

 

 

  

Privacy Policy  

 

 

Disclaimer 

 

 

 

                                                        
3. Rainforestherbs at <http://www.rainforestherbs.com/products.html>. last visited 9 November 2010. 
 

http://www.rainforestherbs.com/menhealth.html
http://www.rainforestherbs.com/menhealth.html
http://www.rainforestherbs.com/menhealth.html
http://www.rainforestherbs.com/womenhealth.html
http://www.rainforestherbs.com/womenhealth.html
http://www.rainforestherbs.com/womenhealth.html
http://www.rainforestherbs.com/womenhealth.html
http://www.rainforestherbs.com/vco2.html
http://www.rainforestherbs.com/lamaranthine.html
http://www.rainforestherbs.com/lamaranthine.html
http://www.rainforestherbs.com/lamaranthine.html
http://www.rainforestherbs.com/lamaranthine.html
http://www.rainforestherbs.com/arthritic.html
http://www.rainforestherbs.com/arthritic.html
http://www.rainforestherbs.com/arthritic.html
http://www.rainforestherbs.com/skin.html
http://www.rainforestherbs.com/skin.html
http://www.rainforestherbs.com/skin.html
http://www.rainforestherbs.com/skin.html
http://www.rainforestherbs.com/skin.html
http://www.rainforestherbs.com/herbal-coffee.html
http://www.rainforestherbs.com/herbal-coffee.html
http://www.rainforestherbs.com/herbal-coffee.html
http://www.rainforestherbs.com/herbal-coffee.html
http://www.rainforestherbs.com/weight_loss.html
http://www.rainforestherbs.com/weight_loss.html
http://www.rainforestherbs.com/weight_loss.html
http://www.rainforestherbs.com/weight_loss.html
http://www.rainforestherbs.com/weight_loss.html
http://www.rainforestherbs.com/biohealth.html
http://www.rainforestherbs.com/biohealth.html
http://www.rainforestherbs.com/biohealth.html
http://www.rainforestherbs.com/biohealth.html
http://www.rainforestherbs.com/immunity.html
http://www.rainforestherbs.com/biohealth_animal_health.html
http://www.rainforestherbs.com/immunity.html
http://www.rainforestherbs.com/immunity.html
http://www.rainforestherbs.com/immunity.html
http://www.rainforestherbs.com/biohealth_animal_health.html
http://www.rainforestherbs.com/biohealth_animal_health.html
http://www.rainforestherbs.com/biohealth_animal_health.html
http://www.rainforestherbs.com/biohealth_animal_health.html
http://www.rainforestherbs.com/privacy.html
http://www.rainforestherbs.com/privacy.html
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