CHAPTER five


THE PHARMACEUTICAL INDUSTRY


Introduction


The pharmaceutical industry performs a vital role in improving the health of all Australians and enhancing Australia’s economy through manufacturing, export, and research and development activities.� The aim of the industry is to secure the optimal use of pharmaceuticals and the delivery of health services to improve consumers’ quality of life.


Australia’s national health bill is increasing markedly every year and a significant proportion of this cost consists of pharmaceuticals. The demand for pharmaceuticals can be expected to continue to rise, especially as the Australian population ages.


The prosperity of Australia’s pharmaceutical industry is almost totally dependent on government purchasing. This gives the government a degree of leverage over participating companies. The Australian Government has used its purchasing power to encourage both local research and development and exports of pharmaceutical products. The pharmaceutical sector has three identifiable characteristics that give it special interest from the perspective of emerging challenges to industry policy formulation. These are:


The pharmaceutical industry is dominated by major multinational companies (MNCs). The MNCs are relatively independent organisations that possess substantial, and increasing, buying leverage. This is a major challenge for governments and the government that best understands the national, economic, social and structural interests of multinational companies is the one that is more likely to be successful in securing advantageous deals with these companies. Successive Australian Governments have intervened positively to influence the behaviour of the MNCs.


The pharmaceutical industry depends heavily on research and development to maintain its high growth prospects in local and regional markets. This makes the industry very attractive from the perspective of sustaining medical and bio-pharmaceutical research and the growing numbers of high value jobs.


For more than a decade the pharmaceutical industry has been the subject of extensive intervention, enquiry and review. Agencies have varied in their judgement of the national benefits arising from the government’s incentive arrangements and the desirability of their maintenance. These assessments illustrate the various methodologies that might be available to establish the national benefits associated with the support of particular activities. They also illustrate the strengths and weaknesses of particular approaches to assessment. Further, the industry illustrates the patterns of collaboration between government and business that might be established where both parties have substantial shared interests and where there are acknowledged benefits from co-operation.


Industry Structure and Significance


The pharmaceutical industry is very much a research-based industry. It relies on its ability to discover, develop and market new medicines to alleviate or cure disease. The future of the industry is inextricably linked to the success of, and returns on, its R&D investment.


In recent years the Australian pharmaceutical industry has made a major effort to build upon its high standards of medical and scientific research. There has been a six-fold increase in R&D investment over the past ten years to $227 million in 1995-96, encouraged by the Factor (f) Scheme, tax concessions for R&D, and a more streamlined regulatory environment.�


The Australian pharmaceutical industry concentrates on the formulation and packaging stages of pharmaceutical production, rather than R&D. However, the industry is fully integrated with the global pharmaceutical industry, and any reformulation of government policy must consider this global context.


In 1995, world pharmaceutical sales were approximately US$285.8 billion, including prescription and Over-The-Counter (OTC) medicines. Australian pharmaceutical sales represent 1 per cent of all global sales.


The exports/import ratio for pharmaceutical products has strengthened from 32 per cent in 1987-88 to 49 per cent in 1996-97. Australia’s largest export market is in Asia (32.4 per cent) closely followed by New Zealand and the Pacific (30.7 per cent).�


There are over 120 companies in the Australian pharmaceutical industry, employing some 12,000 people. It is not a labour intensive industry, sustaining a steady level of employment for the last 20 years. The composition of the workforce is illustrated in Chart 1.


The largest Australian owned companies in terms of pharmaceutical sales are CSL and AMRAD. CSL’s revenue is around $250 million a year and it invests approximately $25 million in R & D per year. AMRAD's sales are based on products that are co-licensed from several "multinationals", principally Merck, Sharp & Dohme, and this provides a cash flow for its research activities. 


In 1995-96 the Australian pharmaceutical industry had local sales of $3.5 billion.� For the same period the annual domestic sales of OTC products were estimated at more than $900 million, with exports growing at 13 per cent per annum.


The Factor f Scheme, introduced as part of the Pharmaceutical Industry Development Program (PID) in 1988, has facilitated a significant increase in the export of pharmaceutical products. Exports have grown from $206 million in 1987-88 to $979 million in 1996-97. It is estimated that they will increase to $1.2 billion by 1997-98.� Eleven of the top 500 exporters listed in the 1997 Business Review Weekly survey were pharmaceutical companies.
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Chart 1


Employment in the Australian Pharmaceutical Industry in 1996





The pharmaceutical industry now invests heavily on in-house R&D. Expenditure on R&D has increased from $42 million in 1986-87 to $227 million in 1995-96 and is estimated to reach $250 million in 1997-98. The industry has an R&D investment to turnover ratio of 5 per cent, compared with 1 per cent for all manufacturing industry in Australia.


In addition to the PID program there have been other positive measures influencing the industry in recent years. Dr Janice Hirshorn, Director, Policy and Strategy Development, Australian Pharmaceutical Manufacturers Association referred to developments including:


... the harmonisation of drug registration requirements with those in the European Union, and the streamlining of drug evaluation in Australia with recognition of the importance of the timely availability of new and improved pharmaceuticals in addition to their quality, safety and efficacy.�


The Policy Framework


The government supports the pharmaceutical industry through a number of regulatory bodies, including the Therapeutic Goods Administration and business programs. Government health and industry policies are implemented through the four arms of National Medicinal Drug Policy and have a significant impact on the pharmaceutical industry in Australia. The most notable of these are the long running Pharmaceutical Benefit Scheme (PBS) and the Factor f Scheme introduced as part of the PID Program.





The Pharmaceutical Benefits Scheme


In 1950 the Commonwealth government introduced the Pharmaceutical Benefits Scheme (PBS) to subsidise the cost of pharmaceuticals to the Australian community. The scheme has achieved its main objectives but continues to place extreme pressure on government finances. In 1996-97, the Scheme subsidised approximately 133 million prescriptions with a total value, including patient contributions, of $2.5 billion.


In an effort to contain the increasing cost of the PBS, the Government introduced patient contributions for concessional and general category users. These contributions have steadily increased to $3.20 for the concessional category and $20.00 for the general category.


In response to the findings of a 1996 Industry Commission Report on the Pharmaceutical Industry, the Government acknowledged that the PBS appears to operate in a way that suppresses pharmaceutical industry activity�. While declining to conduct a comprehensive review of PBS policy, the Government agreed to refer the PBS listing process to the Commonwealth Auditor-General. In addition, the Government announced in its response to the Industry Commission Report, the introduction of a five year competitive scheme to start on 1 July 1999, which will partially offset the negative effects of the PBS on industry growth and development. The scheme will pay price increases up to the average price applying in the European Union in return for production value added or research and development activities in Australia, or a combination of both.� 


The key findings of the Auditor-General’s examination of the PBS listing process concerned possible improvements to the Guidelines for the Pharmaceutical Industry on Preparation of Submissions to the Pharmaceutical Benefits Advisory Committee. In particular, the Auditor-General suggested revision of the guidelines in order to improve industry compliance, specifically regarding the assessment of financial outcomes from adding a drug to the PBS schedule.� The Government supported, with some qualifications, all of the Auditor-General’s recommendations concerning the PBS listing process.


Further policy changes to the PBS were introduced in the Howard Government’s 1997-98 Budget. Seeking to constrain expenditure growth in the PBS and payments to doctors through the Medicare Benefits Schedule (MBS), the Government announced the introduction of Therapeutic Group Premiums (TGPs). TGPs involve the establishment of a base price which the Government will subsidise in each of six therapeutic groups containing very similar drugs, with any price difference to be paid for by the patient. The policy commenced operation on 1 February 1998 and is expected to secure savings to the PBS of $560 million over four years.











The Factor f Scheme


The Factor f Scheme was introduced in 1988. It was designed to compensate pharmaceutical companies for the low prices of pharmaceuticals supplied under the PBS. In return for higher notional prices on some of their PBS products, companies are required to increase their R&D expenditure, as well as their domestic manufacturing and export activity.� The Australian Pharmaceutical Manufacturers Association (APMA) provided a favourable assessment of the costs and benefits of the scheme:


... In the early 1980s the pharmaceutical industry in Australia was facing imminent decline. The low prices paid in Australia to pharmaceutical manufactures discouraged local activity and reduced the attractiveness of Australia for investment. The pharmaceutical industry development program which commenced in 1988 led to a turnaround in the Australian environment. Factor F was a scheme that was introduced as part of that program and has led to a major resurgence of investment in the industry. Expenditure on research and development has increased from $42 million in 1986-87 to $227 million in 1995-96 and is estimated to reach $250 million in 1997-98. Production value added has grown from $0.9 billion in 1987-88 to 2.6 billion in 1995-96 and exports have increased from 200 million in 1987-88 to 800 million in 1995-96. This is in return to cumulative factor F payments to 30 June 1996 of $383 million, and further factor F payments foreshadowed of $560 million to 30 June 1999.�


On 8 April 1997, the Government announced the Pharmaceutical Industry Investment Program to replace the current Factor f Scheme from 1 July 1999 until 30 June 2004 and committed $300 million dollars to the new scheme. The announcement also included proposed changes to patent legislation to restore patent life lost through the regulatory process.�


Industry representatives support the Government decision to extend the Factor f Scheme until 2004, as it would send the right message to the international pharmaceutical companies - that Australia is still an attractive place to invest.� Mr Unsworth, President Australasia, Pharmacia and Upjohn conceded that the contribution of $300 million was low, but in the current economic climate it was a satisfactory amount.�


APMA Chief Executive Officer, Mr Pat Clear said that the new arrangement would see the Factor f payment rate drop by 5 per cent to 20 per cent and that this indicated that the scheme was an interim arrangement in lieu of major reform to the PBS itself. Mr Clear added:


While we (the industry) didn’t receive an ideal package, the government has set in place tangible incentives for manufacturing into the next century.�





Establishing the Industry Prospects


Pharmaceutical Benefit Scheme


The pharmaceutical industry would like the government to maintain its financial support through the PBS so the industry can continue to provide a ‘first class’ standard of health care with access and equity for all Australians.


Mr Unsworth stated that it is essential that an appropriate balance be established between the cost of production of pharmaceutical products and the return the industry receives from the PBS. He said: 


... there is this tension that you can see inside government where the PBS clearly has the ambition of lowering price and the government clearly has the ambition of having this industry as one of the key industries driving exports. There is this clear tension that exists and there is a conflict in government policy.�


The pharmaceutical industry needs a positive environment and initiatives to build upon what has been achieved over recent years. The industry is concerned that if the government fails to provide the right signals to the industry, both its exports and ability to attract investment may be at risk.�


Assessing Performance


Factor (f) participant companies spend proportionately more on early stage R&D, and their contribution has potentially positioned Australia favourably in the global pharmaceutical industry. The industry has created intellectual property valued at $187 million since 1991. Sales from Australian-manufactured products based on this intellectual property already have reached $400 million and are forecast to rise to over $1 billion in the next 10 years as more such products enter the market.�


The Australian pharmaceutical industry is also in the process of establishing itself as a regional leader in the area of clinical research, with the potential to generate major health and economic benefits.


The APMA presented a persuasive case for the sectoral support offered to the pharmaceutical industry. The Director, Policy and Strategy Development, Dr Janice Hirshorn stated:


I feel that our industry, the pharmaceutical industry in Australia, has demonstrated the benefits, both in economic and health terms, to the Australian public that flow on from stimulus of the industry. We are able to build upon the education and the medical and scientific research training that is at such a high standard in this country and utilise those skills in an industry and in a commercial sense in the pharmaceutical industry’s R&D and manufacturing.�


The terms of reference for the 1995 Industry Commission inquiry into the Australian pharmaceutical industry required evaluation of the effectiveness and efficiency of the Factor f Scheme, including quantifying the benefits of the assistance and identifying the overall gains to the economy of long term assistance to the industry.� The Industry Commission conducted a detailed examination of the scheme and considered both its direct and indirect benefits to the community.


The Commission found that companies which benefited from the scheme behaved differently from those which did not:


Factor f companies tend to do different types of R&D in Australia to other companies. They undertake more than six times the amount of basic and preclinical research of non-Factor f companies.�


However, the Commission was less positive than the industry in its overall assessment of the scheme. The Commission commented on the difficulty of assessing the benefits of the Factor f Scheme and cast some doubt on whether the scheme provided net benefits to the community:


The efficiency of the scheme was judged on whether it brought net benefits to the Australian community. The results are inconclusive, but it is doubtful that the scheme overall has achieved this because of the way it was designed.�


In a partial sense, it appears that the Factor f Scheme has created many benefits for the participants themselves, for some non-participating companies (as well as some costs) and for other upstream industries. However, considering that size of the benefits required for the scheme to break even, it is unlikely that the current scheme has been welfare enhancing.�


The Commission ultimately found that:


... Phase II of the scheme is unlikely to have been welfare enhancing largely due to poor scheme design, especially overly generous payment rates.�


Export Performance by Factor f Participants


The Factor f Scheme has operated in two phases. Phase I has continued since 1988 and Phase II (which started in 1991) has run in conjunction with it. While each Phase has separate operating criteria, both have the aim of lifting export awareness and encouraging export sales. The pattern of export activity under the scheme indicates that it has succeeded in these aims.


The Industry Commission Report on the Pharmaceutical Industry commented that:


Exports by Factor f companies have all grown faster than non-participants. The group predicting the largest increase over the decade are Phase II only firms, which expect their 1997-98 exports to be more than 14 times the size of their 1987-88 exports. Non-participants expect exports to increase by more than three times over the decade.


Export/import ratios also differentiate Factor f companies significantly from non-participants. Continuing participants expect to achieve a 95 per cent export/import ratio at the end of the decade, compared with a 24 per cent ratio for non-participants. Even for Phase I only participants, the export/import ratio is expected to be 41 per cent by the end of the decade.�


Designing Policy


Current Issues


The Government’s decision to delay the review of the PBS for some time was not acceptable to the industry. Mr Unsworth indicated that, as the existing Factor f Scheme was to finish in the year 2004, other announcements from the Government in the near future would be needed to secure long term strategic investment and export markets. From an industry perspective, the above timeframe is seen as a very short period for an industry which traditionally has had long development and investment cycles.�


Therapeutic Group Premiums


The pharmaceutical industry is strongly opposed to the Commonwealth Government’s plan to introduce Therapeutic Group Premiums (TGPs) within certain categories of medicines on the PBS. It believes that the decision, taken without prior consultation with industry, doctors and consumers, contradicts and undermines industry policy.


A discussion paper produced by the Institute of Health Economics and Technology� estimates TGPs could reduce industry income by more than double the average $60 million per year to be contributed by Government through the new PIIP program. The TGP proposal effectively destroys the intent of this industry policy initiative, by forcing patients and pharmaceutical manufacturers to incur the cost of the reduced subsidy for selected medicines. TGPs also will negate the value of patent protection for drugs, and undermine the significance of any patent term restoration.�


The discussion paper indicated that TGPs are unpopular with patients overseas and fail to produce the savings governments aim to achieve. They lead to increased spending in other areas of the health budget such as surgery, doctor visits and hospitalisation, causing budget blowouts in these areas.


Mr Pat Clear, Chief Executive Officer, APMA was concerned that the poor, elderly and chronically ill may miss out on the most suitable medication if doctors prescribed only on a cost basis. He said the price of Australian drugs was already among the lowest in the Western world, and warned that drug companies would be reluctant to invest in research and development and to introduce new products if patients were deterred from using the best medicines. Mr Clear said in a statement to the press:


The TGP proposal will make Australia an unattractive investment option for the international pharmaceutical industry. It could lead to the winding down of an industry built up solidly over the past 10 years with Factor (f) Scheme and other positive government initiatives.


This will eventually lead to a loss of investment employment and export earnings from the type of industry which the Mortimer review would seek to foster.�


Late last year the Government announced the list of drugs and pricing under the Therapeutic Group Premiums Scheme. As a result of advice from peak medical and consumer groups and clinical experts some categories of goods were excluded from the policy. The announcement appears to represent some softening of the Government’s approach on this matter.�


The pharmaceutical industry is keen to work closely with government to find a more appropriate solution to pricing arrangements in order to contain health costs at a sustainable level. The industry would like to establish a forum involving key sectors of the healthcare industry to determine an equitable long-term strategy for managing total healthcare costs. 


Conclusion


The Australian pharmaceutical industry is facing a period of extensive change caused by the rapid internationalisation of pharmaceutical markets and domestic cost pressures. The aging of the Australian population and consequent rising demand for pharmaceuticals are contributing to structural changes within the industry, as is the rising cost of new drug development and technology. Simultaneously, as the cost of health care increases, the Government is seeking to contain costs, such as price and profit control, use of drug control, and co-payment schemes.


The transitional state of the industry may present opportunities for Australia if the industry can attract foreign and domestic investment. To its advantage, the Australian pharmaceutical industry has a good research infrastructure. It is regarded as strong in the area of research expertise, research linkages and clinical trial capabilities, though it is criticised as lacking sufficient specialist skills. The R&D assistance program is a positive inducement though there is uncertainty about the long term availability of the program. Other factors such as the proximity to Asian markets and the efficient manufacturing base in Australia, reinforce Australia's position as a good location for foreign investment.


Government regulation, though producing an efficient registration program for pharmaceuticals, is viewed in a less than favourable light, specifically due to the PBS. Its low pricing, listing process and volume constraints, together with the alleged policy and scheduling inconsistencies of the scheme, are perceived as weaknesses within the operating environment of the local industry.


The APMA emphasised that decision-makers must recognise the benefits that a sound science and technology-based industry, such as the pharmaceutical industry can bring to Australia.� According to APMA, a number of reforms need to be adopted to reshape Australia as an attractive location for foreign and domestic investment. Suggested reforms include:


encourage a favourable tax environment;


offer low or no cost land or buildings;


offer low cost capital and “tax breaks”;


provide efficient port handling facilities; and


provide grants for specific projects.�


Another factor identified by APMA is the necessary redress of the market distortion caused by low PBS prices and restrictive PBS listings.�


Mr Meakin, Chief Operating Officer, Faulding, emphasised the need for a long-term consistent policy. Changes in Government policy can create instability and have a negative impact on long-term planning in the pharmaceutical industry. Mr Meakin told the Committee that when benchmarking the pharmaceutical industry in Australia, the Government should bear in mind the concessions, allowances and incentives offered in Ireland, Singapore, and other relevant countries.�


From the evidence present by representatives of the industry, it is clear that Government policy has played and will continue to play a vital role in the promotion and development of the Australian pharmaceutical industry. There can be little doubt that the industry would be in far worse condition if not for the assistance provided to it through the Factor f Scheme. The growth in the industry also has had significant benefits for the wider community, which when added to the equation, suggests that the benefits to Australia of the Factor f Scheme outweigh the costs. However, due to the unusual circumstances of the pharmaceutical industry, it may be difficult to draw any definite conclusions concerning the benefits of sectoral assistance programs for other industries.
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