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Introduction

Australia’s pharmaceutical system, like all other countries around the world, is faced with many pressures. These include the rising costs of pharmaceuticals and their development, new pharmaceuticals with only small incremental efficacy over existing treatments, changing patterns of morbidity, with increasing incidence of chronic illness and the use of medicines as preventive agents.  In addition, direct and indirect promotion to consumers, globalisation, biotechnology developments and ageing populations also create pressures on the systems.  Within this environment remain challenges of providing access to necessary medicines for people who need them in a world where it is estimated one-third of people lack access to essential medicines[1], where up to 20% of the worlds medicines may be substandard or counterfeit[1] and where medication-related morbidity is becoming more prevalent than some of the conditions we use medicines to treat or prevent[2, 3]. 

Australia’s response to this situation has been to formalise the National Medicines Policy[4], which provides an integrative framework for considering pharmaceutical issues. Australia’s National Medicines Policy has been developing since the 1950s, when initiatives to ensure equity of access to needed pharmaceuticals for all members of the community and to ensure the safety and efficacy of medicines available in Australia were implemented.  In the 1980s a program to maintain a viable pharmaceutical industry was introduced, followed by a policy to improve the way in which medicines are used in 1992.  In 2000, the National Medicines Policy was formally endorsed by government.

Australia’s National Medicines Policy – What is it?

The development of a formal National Medicines Policy is significant.   For the first time in Australia, it has brought together the major objectives and programs of the policy, acknowledging their interdependence and necessity for achieving the overall policy goal “to meet medication and related service needs, so that both optimal health outcomes and economic objectives are achieved”[4]. 

The policy’s four major objectives are:

1. Timely access to the medicines that Australians need, at a cost individuals and the community can afford;

2. Medicines meeting appropriate standards of quality, safety and efficacy;
3. Maintaining a responsible and viable pharmaceutical industry;

4. Quality use of medicines [4].
The significance of the policy frameworks lies in its recognition of the interdependence and tensions inherent within the objectives of attaining affordable access to medicines, industry development, quality use of medicines and systems for ensuring quality, safety and efficacy of medicines (Figure 1).  Further, the overall goal of the policy encapsulates and intends to hold this tension, aiming to balance health outcomes with economic objectives, as well as balancing medication needs with related service needs.  Examples of the tensions inherent within the framework include the tension between maintaining a viable pharmaceutical industry and maintaining medicines at affordable costs; as well as the tension between meeting both the individual’s and the community’s needs.  The National Medicines Policy framework aims to hold and manage these tensions rather than let any one objective develop to the detriment of the others. 

Figure 1: A Model of Australia’s National Medicines Policy Illustrating the Interdependence of the Four Major Objectives  
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Source:  Commonwealth Department of Health and Ageing 2002[5]

Formal programs exist for each of the National Medicines Policy objectives and the next section of this paper describes each of these programs.

1. Timely access to the medicines that Australians need, at a cost individuals and the community can afford
The Pharmaceutical Benefits Scheme (PBS) is the major means of providing subsidised medicines to Australian residents.  It was established in 1950 with 139 necessary medicines provided free of charge,[6] in response to concerns that people were unable to afford the life-saving medicine, penicillin.  Today the PBS subsidises 593 drugs, available in 1,451 formulations and marketed as 2,558 different products[7].  The scheme is available to all Australian residents and visitors from eligible countries.  In 2004/05, the total cost of the scheme was just over $7 billion. Social security beneficiaries pay $4.70 per prescription, while general beneficiaries (i.e. all others) pay up to $29.50 per prescription.  Social security beneficiaries pay a maximum of $253.80 per calendar year per family, after which prescriptions are free.  General beneficiaries pay up to $960.10 per family per calendar year, after which the medicines are supplied at $4.70 per prescription[8]. 

An independent statutory body, the Pharmaceutical Benefits Advisory Committee (PBAC), is responsible for recommending which medicines are listed on the scheme.  Legislation dictates that the PBAC must consider comparative efficacy, comparative safety and cost-effectiveness in making its recommendation.  Evidence of the comparative clinical performance of the medicine, including economic evaluation is usually based on RCT or meta-analysis evidence[9]. Cost-effectiveness or cost-utility analysis is required where claims of greater efficacy or safety are made. Cost-minimisation analysis is accepted where products claim equivalence.  Cost-effectiveness assessments have been mandatory since 1993.  Final responsibility for listing lies with the Federal Health Minister, but he cannot list a medicine without a positive recommendation from the PBAC. 

2. Medicines meeting appropriate standards of quality, safety and efficacy
The Therapeutic Goods Administration is responsible for the regulation of therapeutic goods in Australia.  It was established in 1958 as the National Biological Standards Laboratory to assess the safety and quality of medicines supplied under the Pharmaceutical Benefits Scheme.  Today, it undertakes pre-market evaluation and registration of all medicines marketed in Australia, including prescription-only, over-the counter and complementary therapies.  

3. Maintaining a responsible and viable pharmaceutical industry
In 1987, Australia established the Pharmaceutical Industry Development Program in response to concerns about the feasibility of a viable industry in Australia.  The scheme has evolved over the years and since 2004 has been known as the pharmaceuticals partnership program (P3). It provides $150 million over five years for research and development activity in Australia. Both production and research and development activity in Australia has increased as a result of the industry development programs[10, 11]. 

4. Quality use of medicines
It was not until 1991, that the Australian government, in response to intense consumer lobbying and increasing evidence of significant medication related problems, recognised the need to establish a program to support appropriate use of medicines. The National Policy for Quality Use of Medicines was adopted in 1992[5].  It outlined a multi-level, multi-strategic systems approach to achieve quality use of medicines.  At the time of the policy’s adoption, very few structures were in place to support improvements in medication use.
Today in Australia, Consumer Medicine Information exists for over 2000 products[12]. The Australian Medicines Handbook, which provides comparative medicines information is published annually and purchased by more than 10,000 health professionals[12]. National therapeutic guidelines cover all major organ systems. More than 30% of general practitioners purchase antibiotic guidelines, with over 70% reporting using them[12]. The National Prescribing Service, an independent non-profit company, provides newsletters and prescriber feedback free of charge to all general practitioners in Australia[13].  In addition, it provides academic detailing to 50% of GPs annually, as well as providing clinical audits, case studies and telephone advisory services[13]. Its activities also include educational services to pharmacists and more recently programs for consumers. Medication Review Services are federally funded and each year over 80% of aged-care residents receive a review, with a further 26,000 home visits undertaken annually for community dwelling elderly[12].  The National Medicines Disposal Service is also federally funded and collects and disposes of in an environmentally appropriate manner, more than 250 tonnes of unwanted medicines annually[12]. 

Discussion

Concerns are sometimes raised internationally about countries with pharmaceutical systems that provide only a positive list of medicines for subsidy or that use cost-effectiveness assessments or other pricing mechanisms for determining supply of medicines[14, 15].  The debate usually focuses on the potential effect these systems may have on the development of innovative pharmaceuticals or that they limit access to medicines. While this debate continues, the evidence to support this is weak or absent.  Research and development funding for pharmaceuticals has increased over time.  In 1988 it accounted for 37% of all health R&D expenditure in five countries (United States, France, Germany, Japan and Canada)[16].  By 1997, it had risen to 46% of all health R&D expenditures [16].  This is quite disproportionate to the amount of health spending on pharmaceuticals which is below 20% in all of these countries [17].   Evidence that pricing systems do not support innovative medicine development is not yet clear.  Of the 35 drugs (40 products) that the U.S. Food and Drug Administration fast-tracked between 1999 and 2004, and so could be considered innovative medicines, seven have not yet been registered in Australia and seven have only been registered recently and so either not yet reviewed by the PBAC or currently under consideration. Three have not yet been subsidized.  For the remaining 18 products, if the Federal Supply Scheme prices are considered as the benchmark price for an innovative medicine, Australian prices are higher for 61% of drugs and if the Big 4 price is considered the benchmark, Australian prices are highest for 72% of these innovative drugs.  These results do not support suggestions that cost-effectiveness assessments are a form of price-cutting and indeed may support the contention that cost-effectiveness assessments reward value and so reward innovation appropriately.  Reference pricing has also been criticised for restricting access; however, the use of cost-minimisation criteria or reference pricing, as it is applied in Australia, also does not appear to be restricting access.  For example, Australia subsidised 45 antidepressants in 2005 compared to 16 in 1994. Across the 1990s, the share of the market accounted for by new medicines rose in Australia to a greater extent than in comparable countries including the United States, the United Kingdom, Spain, Switzerland, Germany, France, Japan and Italy[11].  

We clearly need to better understand how to best support a pharmaceutical system so that the balance between the different needs and objectives of the system and players is achieved. The Australian policy framework is trying to achieve this balance. It is a sophisticated and mature response to the prevailing and future pressures on medicines, their development, use and costs. The sophistication of the Australian response lies in the recognition of the interdependence and tensions inherent within the objectives of the National Medicines Policy.  The success of the policy will be revealed in its ability to hold these tensions.
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