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Australia
Wayne Condon

Griffith Hack Lawyers

Organisation and financing of health care

1	 How is health care in your jurisdiction organised?

Health care in Australia is composed of a combination of public and 
private-sector service providers.

The health-care system is supported by various overarching gov-
ernment bodies and schemes that serve to regulate and fund both 
health care and medical services and access to pharmaceuticals and 
other such medical or therapeutic goods.

Broadly, the Australian government (at the federal level) con-
ceives health-care policy with respect to funding and regulation, 
whereas state and municipal governments are responsible for the 
regulation of health-care professionals (including those operating in 
both the private and public sectors), the provision of public hospitals 
and health-care services and regulating private health-care services 
and hospital. 

2	 How is the health-care system financed in the outpatient and inpatient 

sectors?

The structure of the Australian health-care system, across both the 
outpatient and inpatient sectors, is designed to ensure all Australian 
citizens have access to medical care.

Taxes and levies paid by Australians finance the health-care sys-
tem. The amount of tax paid by each Australian is dependent upon 
the individual’s income. Additionally, a large number of health-care 
services are financed privately via private health insurance.

Australians who elect to take up private health insurance are 
entitled to more choice with respect to particular private-sector 
health and medical services and providers. As an incentive to pro-
mote private health insurance, the Australian federal government 
offers a 30 per cent rebate on fees to all Australians taking out private 
health insurance policies.

Australians electing to be treated as public patients may still 
receive health and medical care for free or at a reduced cost from 
public-sector hospitals. These public-sector hospitals are funded 
jointly by the Australian federal government and the various state 
governments.

Subsidised medical care, for both inpatients and outpatients and 
within both the private and public sectors, is coordinated by a federal 
government agency called Medicare Australia (Medicare). The subsi-
dies offered by Medicare can be accessed by all Australians.

Pursuant to the subsidies offered by Medicare, public patients 
can obtain free medical treatment or health-care services from a 
public-sector hospital, or subsidised treatment for certain treatments 
or services received from private medical or health-care providers 
(including optometrists and dentists).

Compliance – pharmaceutical manufacturers

3	 Which legislation governs advertisement of medicinal products to the 

general public and health-care professionals?

There are a number of pieces of legislation that govern the advertise-
ment of medicinal products to the general public and health-care 
professionals in Australia.

Consumer law protection in Australia is provided primarily by 
means of the Trade Practices Act 1976 (the TP Act). This Act broadly 
governs the conduct of corporations in their dealings with consum-
ers, including advertising.

More specifically, advertisements for medicinal goods (and other 
therapeutic products) are governed by the Therapeutic Goods Act 
1989 (the TG Act). The TG Act is administrated by a federal govern-
ment body called the Therapeutic Goods Administration (the TGA). 
Among a number of other functions, the TGA is primarily respon-
sible for ensuring therapeutic goods available in Australia are of an 
acceptable standard.

In addition, there are a number of codes of conduct that must 
(according to the Therapeutic Goods Act) be complied with by com-
panies when advertising medicinal products.

In particular, any advertisements that are aimed directly at con-
sumers must comply with the Therapeutic Goods Advertising Code 
developed by the TGA and the Medicines Australia Code of Con-
duct. Direct advertising of prescription products to consumer is not, 
however, permitted in Australia.

Medicines Australia, an association of companies involved in 
the Australian pharmaceuticals industry, has developed a code of 
conduct (binding only to its members) that sets the standards for 
the ethical marketing and promotion of prescription pharmaceutical 
products in Australia. This code is self-regulating and complements 
the legislation requirements of the Therapeutic Goods Regulations 
and the Therapeutic Goods Act.

4	 What are the main rules and principles applying to advertising aimed at 

health-care professionals?

Advertising of medicinal products, including prescription medica-
tions, to health-care professionals is permitted in Australia. 

It is a requirement under the TG Act that therapeutic goods be 
included on a register maintained by the TGA – the Australian Reg-
ister of Therapeutic Goods (ARTG) – before they can be advertised 
(or in fact, supplied) in Australia. 

It is not necessary to receive approval regarding the content or 
form of an advertisement from any organisation prior to advertising 
pharmaceutical products to health-care professionals.

It is important that all advertisements in Australia, regardless 
of the audience to whom the advertisement is directed, be true and 
accurate, and not misleading or deceptive in any way. 

The Medicines Australia Code of Conduct specifically requires 
that all advertisements to health-care professionals include:
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•	 accurate information regarding the particular pharmaceutical 
product’s status with respect to the Pharmaceutical Benefits 
Scheme (PBS) and the price of the product under the PBS (if 
listed);

•	 the brand name of the product;
•	 the name of the active ingredient of the product as listed with the 

Australian Register of Therapeutic Goods (ARTG);
•	 the name and address of the supplier of the product;
•	 information about the product (specifically regarding the uses 

and limitations of the product, the required dosage, precautions 
and contraindications – the product information); and

•	 a statement that the health-care professional refer the user to the 
product information.

5	 What are the main rules and principles applying to advertising aimed at 

the general public?

Advertisements for medicinal products aimed at the general pub-
lic are permitted in Australia, except in relation to prescription 
medications.

Generally, an advertisement to the general public must not:
•	 be directed to children under 18 years of age;
•	 be misleading or deceptive in any way, especially in relation to 

the promotion of unrealistic expectations of product perform-
ance, or that there are no side effects associated with the use of 
the product;

•	 exploit the lack of knowledge of the general public; or
•	 provide any incentives to non-health-care professionals involved 

in the retail sale of the product.

6	 What are the most common infringements committed by manufacturers 

with regard to the advertisement rules?

The Medicines Australia Code of Conduct Committee determina-
tions are published on the Medicines Australia website on a quar-
terly and annual basis at www.medicinesaustralia.com.au. By far the 
majority of complaints relate to false and misleading advertising.

7	 Under what circumstances is the provision of information regarding off-

label use to health-care professionals allowed? 

The Medicines Australia Code of Conduct prevents the promotion of 
unapproved indications for pharmaceutical products that have other-
wise been approved and registered by the TGA (ie, off-label use).

It is, however, permissible to provide educational material to 
health-care professionals regarding unapproved indications at inter-
national and Australasian congresses, provided that such material 
clearly states that the particular indication is not approved for use in 
Australia. ‘Congresses’ are defined within the Medicines Australia 
Code of Conduct as being events that are sponsored by a society, 
college, university or other non-company entity.

8	 Which legislation governs the collaboration of the pharmaceuticals 

industry with health-care professionals?

The TG Act, the TP Act and the relevant Codes of Conduct referred 
to above are the principal means by which the collaboration of the 
pharmaceuticals industry with health-care professionals, including 
medical practitioners, is governed.

9	 What are the main rules and principles applying to the collaboration of 

the pharmaceuticals industry with health-care professionals?

The main rules and principles applying to the collaboration of the 
pharmaceuticals industry with health-care professionals are set out 
in the Medicines Australia Code of Conduct. 

Generally, the Code of Conduct permits pharmaceutical compa-
nies to collaborate with health-care professionals, but requires that 
all such collaborations be considered ethical, in ‘good taste’ and able 
to withstand public and professional scrutiny.

In particular, the Code of Conduct requires any interaction 
between pharmaceutical companies and health-care professionals to 
be for the express purpose of enhancing the medical knowledge of 
the professional in respect of particular pharmaceutical products. The 
Code of Conduct prohibits pharmaceutical companies from offering 
any financial or material incentives to health-care professionals.

In circumstances where it is necessary for a pharmaceutical com-
pany to engage a consultant advisory board, the Code of Conduct 
emphasises the need for the pharmaceutical company to refrain from 
behaviour that would bring the industry into disrepute. To this end, 
the Code of Conduct requires there be a legitimate need for the engag-
ing such consultant or advisory board, there be a written contractual 
agreement clearly setting out the relationship, records of the meetings 
be kept and remuneration for services rendered by the health-care 
professionals should be commensurate with the services. 

10	 What are the most common infringements committed by manufacturers 

with regard to collaboration with health-care professionals?

The provisions of Medicines Australia Code of Conduct and the 
Therapeutic Goods Advertising Code prescribe the type of promo-
tion that manufacturers may undertake to health-care professionals 
of drugs. These provisions are commonly the subject of complaint.

11	 What are the main rules and principles applying to the collaboration of 

the pharmaceuticals industry with patient organisations?

The Medicines Australia Code of Conduct sets out rules and prin-
ciples applying to the collaboration of the pharmaceuticals industry 
with patient organisations.

The Code of Conduct enables pharmaceutical companies to 
become involved with patient groups and programmes that support 
patients already prescribed to take certain pharmaceutical products. 
Medicines Australia is chiefly concerned to ensure that companies 
are not viewed by the public or within the industry as engaging in 
unethical conduct by making any statements to the general public 
regarding the programme that could be considered promotional.

Any breaches of the Code of Conduct are sanctioned by Medicines 
Australia. Such sanctions include corrective advertising, retraction 
statements and, in some cases, fines paid to Medicines Australia.

12	 Are manufacturers’ infringements of competition law pursued by national 

authorities? 

The Australian government is able to pursue infringements of com-
petition law perpetrated by manufacturers in the pharmaceuticals 
industry.

Australian competition law is governed by the TP Act and 
administrated by the independent government body, the Australian 
Competition and Consumer Commission (the ACCC). 

The ACCC can pursue infringements of competition law, includ-
ing the misuse of market power, anti-competitive arrangements, price 
fixing and boycotts (whether or not in the context of the pharmaceu-
tical manufacturing industry), by enforcing a range of remedies such 
as enforceable undertakings and legal action or, alternatively, seeking 
to resolve the matter administratively. 

The ACCC can demand sanctions including heavy fines, injunc-
tions and other remedies including specific performance of contracts.

13	 Is follow-on private antitrust litigation against manufacturers possible?

Individuals and corporations may also instigate private litigation 
against a manufacturer that has engaged in anti-competitive conduct 
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in circumstances where the aggrieved corporation or individual has 
a cause of action under the TPA.

Corporations and individuals engaging in private litigation are 
restricted to remedies of damages and injunctions.

Compliance – medical device manufacturers 

14	 Is the advertising of medical devices and the collaboration of 

manufacturers of medical devices with health-care professionals 

and patient organisations regulated as rigorously as advertising and 

collaboration in the pharmaceuticals sector?

The regulation of the advertisement of medical devices was estab-
lished in Australia in 2002 pursuant to amendments by the Thera-
peutic Goods Amendment (Medical Devices) Bill 2002 and the 
Therapeutic Goods (Medical Devices) Regulations 2002.

Similarly to the regulation of the advertisement of medicines 
and pharmaceutical products, when advertising medical devices, 
manufacturers are required to comply with the TP Act, the TG Act 
(and associated regulations) and the Therapeutic Goods Advertising 
Code.

Pharmaceuticals regulation

15	 Which legislation sets out the regulatory framework for granting 

marketing authorisations and placing medicines on the market?

The TG Act sets out the regulatory framework for granting market-
ing authorisations and placing medicines on the market.

16	 Which authorities may grant marketing authorisation in your jurisdiction?

The TGA is the only authority that can grant marketing authorisa-
tions in Australia.

17	 What are the relevant procedures?

Before a pharmaceutical product can be released in the Australian 
market, the product must be listed or registered on the ARTG.

The ARTG, established under the TG Act, is essentially a data-
base of therapeutic goods (including both pharmaceutical and 
medicinal devices). In order for a pharmaceutical product to be listed 
on the ARTG, the TGA must grant approval for the product to be 
registered.

The procedures involved with obtaining marketing approval 
from the TGA (and registration on the ARTG) vary depending on 
the type of medicine proposed for registration. The ARTG includes 
not only prescription and pharmaceutical medicines but also com-
plementary medicines or other such products that have some thera-
peutic action.

Different branches of the TGA will evaluate whether a particu-
lar medicine is approved for marketing in Australia. For instance, 
medicines that are deemed ‘high-risk’ medicines (such as vaccines 
and injectable drugs), non-prescription medicines and complemen-
tary medicines are each evaluated by a separate evaluation committee 
of the TGA.

However, if a medicine (or the active ingredient of a medicine) 
is already listed on the ARTG, the TGA will take that listing into 
consideration when determining whether it is necessary to evaluate 
the new medicine.

18	 Will licences become invalid if medicinal products are not marketed 

within a certain time? Are there any exceptions? 

The listing of a medicinal product on the ARTG does not become 
invalid after a certain time if the particular products have not been 
marketed.

19	 Which medicines may be marketed without authorisation?

In Australia, no medicine or therapeutic product may be marketed 
without first receiving authorisation from the TGA.

20	 What, according to the legislation and case law, constitute medicinal 

products?

In Australia, medicinal products are classified according to their func-
tion. That is, the TG Act defines a ‘medicine’ as being any therapeutic 
good that is represented to achieve (or is likely to achieve), its prin-
cipal intended action by pharmacological, chemical, immunological 
or metabolic means in or on the body of a human.

A therapeutic good that is a device is not considered a ‘medicine’.
Australian legislation and case law is predominantly concerned 

with ‘therapeutic goods’. Therapeutic goods are defined, in the TG 
Act, as goods for therapeutic use (or an ingredient, component or 
container of therapeutic goods) where ‘therapeutic use’ means pre-
venting, diagnosing, curing, alleviating or testing the susceptibility of 
a person to a disease, ailment, defect or injury; influencing, inhibit-
ing or modifying a physiological process; influencing, controlling or 
preventing conception; testing for pregnancy; or the replacement or 
modification of parts of the anatomy in persons.

Pricing and reimbursement of medicinal products

21	 To what extent is the market price of a medicinal product governed by law 

or regulation?

The regulation of the market price of medicinal products is, in practi-
cal terms, regulated by the Australian government, which administers 
the PBS, which operates to lower the price of pharmaceutical products 
to Australian consumers. The PBS is discussed in more detail below.

22	 In which circumstances will the national health insurance system 

reimburse the cost of medicines?

The Australian federal government, through Medicare and other 
government authorities, will reimburse the cost of medicines in a 
number of circumstances.

The primary scheme aimed at reimbursing the cost of prescrip-
tion medicines to Australians is the PBS, which is managed by the 
Department of Health and Ageing and administered by Medicare.

The register maintained by the Department of Health and Aging, 
the PBS Schedule (the Schedule), lists a number of medicines that the 
government has decided are a necessary and cost-effective manner of 
maintaining the health of the Australian public. 

If a particular prescription medicine is listed on the Schedule, 
the government will negotiate a price with the supplier of the medi-
cine and the consumer purchase price of the medicine will then be 
subsidised by the federal government. All Australians, regardless of 
whether they have health insurance policies, are able to obtain PBS-
listed medicines at the reduced price.

The subsidy is effected by payments made by Medicare to phar-
macists (or directly to health-care providers in rural or remote areas). 
The consumer will still be required to pay a copayment toward the 
medicine, however, this amount is capped. In circumstances where 
there are multiple brands of the same medicine available, each brand 
of the medicine will be subsidised to the same extent but the con-
sumer may be required to pay a premium for the preferred brand in 
addition to the copayment.

The Australian government also provides further subsidies for 
medicines required by certain veterans, financially disadvantaged 
Australians, indigenous Australians and individuals whose circum-
stances require a large number of medicines.

Medicines on the Schedule will only attract the subsidy where the 
medicine is prescribed for a specific therapeutic use or particular type 
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of patient. In such cases, the medical practitioner must declare the cir-
cumstances that require the prescription and use of such medicine. 

Medicine quality and access to information

23	 What rules are in place to counter the counterfeiting and illegal 

distribution of medicines?

The prevalence of counterfeit or illegal medicines in Australia is quite 
low compared with the rest of the developed world. In Australia, 
illegal or counterfeit medicines are more likely to be imported by 
individuals for personal use via the internet or after international 
travel; commercial quantities of counterfeit or illegal medicines are 
rarely imported. Industry commentators have noted that Australia’s 
small population and location is likely to be a significant deterrent to 
importers of commercial quantities of counterfeit medicines.

Given that the TGA closely administers and monitors all of the 
aspects of the pharmaceutical industry, from the development and 
manufacture or importation of medicines, to the supply of medicines 
to consumers or exportation of such medicines, there is little oppor-
tunity to make alternative modes of supply (essential ‘black market’ 
supply) workable. 

The TG Act specifically states that the manufacture, importa-
tion, exportation or supply of counterfeit products is illegal. Breach 
of these provisions of the TG Act is a criminal offence and sanctions 
include fines or imprisonment (in the event that such charges are 
proven before the Australian courts).

24	 What recent measures have been taken to facilitate the general public’s 

access to information about prescription-only medicines?

Information about prescription medicines is available from the Aus-
tralian Government Department of Health and Ageing website at 
www.health.gov.au, the TGA’s website at www.tga.gov.au and that 
of Medicines Australia (see question 6).

25	 Outline major developments to the regime relating to safety monitoring of 

medicines.

The safety monitoring of medicines in Australia is undertaken by a 
specific office within the TGA called the Office of Medicines Safety 
Monitoring (the Office). 

The Office is responsible for receiving and reviewing reports of 
adverse (including suspected adverse) reactions to prescription medi-
cines, vaccines, pharmacy medicines and complementary medicines. 
In circumstances involving new medicines or where a serious adverse 
reaction has occurred, reviews will be conducted by the specialist 
Adverse Drug Reactions Advisory Committee. Once the review has 
been completed, details of the adverse reaction will be recorded on a 
database maintained by the Office.

Although there have been few changes to the pharmacovigilance 
reporting process in recent years, in 2003 the Australian Guideline for 
Pharmacovigilance Responsibilities of Sponsors of Registered Medi-
cines Regulated by Drug Safety and Evaluation Branch was amended 
to reflect changes made in the European Union concerning reporting 
requirements concerning the monitoring of the safety of medicines.

Currently, the Therapeutic Goods Amendment (2009 Measures No. 2) Bill 
is being considered by the Australian parliament; this Bill will amend the TG 
Act. The amendments include ensuring that the classification of therapeutic 
goods will be handled by separate expert committees within the TGA. Costs 
associated with this process are to be recovered from manufacturers and 
importers of the therapeutic good being evaluated.

The Australian government, considering the Bill, commented that any 
amendments made to the TG Act should promote transparency and efforts 

should be made by the Australian govemment to consult with industry and 
relevant interest groups in relation to the preparation of the legislation 
concerning the regulation and classification of pharmaceutical products 
and other therapeutic goods.

Additionally, it is expected that a new edition of the Medicines 
Australia Code of Conduct will be released shortly. The ACCC has approved 
the new Code of Conduct, expressly commending the manner in which it 
promotes public interest in the pharmaceuticals industry.
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