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Introduction

Australia has a unique and internationally respected system for providing pharmaceuticals to all Australians, the pharmaceuticals benefit scheme (PBS). The PBS was established in 1948 in response to concerns that not all people could afford expensive but valuable new medicines such as penicillin. It is therefore ironic that at a time when the community is confronted with the need to fund new ‘wonder drugs’ there are calls for scrapping, or winding back, the PBS scheme and its regulatory structure. One sector calling for substantial changes to the operation of the PBS is the pharmaceutical industry. Pharmaceutical Research and Manufacturers of America (PhRMA) and Medicines Australia, the representative body of local subsidiaries of international pharmaceutical manufacturers, has objected to the ‘insidious pricing impacts’ of the PBS.

According to the Productivity Commission (2001), the result of the PBS pricing and regulatory system is that Australian consumers pay some of the lowest prices in the world for a wide range of pharmaceuticals. The Productivity Commission study found that the retail prices for medicines in the U.S. were from 162 per cent to 250 per cent higher than prices paid by Australian consumers. 

At a time when citizens in many developed countries are struggling to obtain lifesaving medicines, the PBS system including price and volume regulations and restrictions on advertising have ensured that all Australians have access to affordable and life saving medicines. Unfortunately the viability and sustainability of this system is under threat by the bilateral free trade agreement (FTA) that the Australian Government has recently begun negotiating with the U.S. 

The PBS

Professor Richard Laing from the Boston University School of Public Health has described the  PBS as “(t)he best drug pricing scheme in the world. Australia is the one country which seems to have got it right, that what you want to do in controlling costs is to pay what the drugs are therapeutically worth” (O'BRIEN, 2001)
The PBS subsidises the cost of the most essential pharmaceuticals. All Australians are eligible to benefit from the scheme, which is based on patients paying a fixed out-of-pocket price for prescription medicines. The system has several safety net features designed to limit the financial burden of out-of-pocket expenses to low-income and high volume users such as the elderly and those with chronic illness. It also has built in controls designed to ensure that medicines are priced to reflect what they are therapeutically worth.

Following revelations in the 1960s that international pharmaceutical manufacturers were charging prices for antibiotics in Australia that were 30 per cent higher than those in the UK, members of parliament called for an inquiry into drug pricing (Harvey, 1995). From this early stage it was clear to Australian regulators that a deregulated pharmaceutical industry had significant detrimental consequences to the community. Examination of the pharmaceutical industry shows that it contains few of the elements required for the successful operation of a free market and thus requires regulation. 

Theoretical reasons why deregulation of components of the PBS under a FTA will be detrimental the Australian community include;

· Mergers in the industry have resulted in an oligopolistic market where suppliers have significant power to influence price and purchasing decisions.

· The international system of patent protection provides manufacturers with 20 years or more of a monopoly over their products. 

· Many pharmaceutical products are life saving or essential for the maintenance of quality of life, patients are not in a position to refuse to purchase a product because a manufacturer has set an unreasonable price. In other words demand is relatively price insensitive and patients will forgo other essential goods in order to purchase medicines. 

· Finally this demand inelasticity is combined with significant information asymmetries which mean that patients are blind to the true worth or quality of pharmaceutical products.

Empirical evidence of manufacturer behavior in deregulated pharmaceutical systems such as the US show that;

· Manufacturers exploit the essential nature of medicines to extract monopolistic prices from patients. These prices are unrelated to the cost of development or therapeutic worth of products and based on monopolistic profit maximisation calculations. 

· Additionally, as discussed below, in deregulated environments manufacturers ‘price discriminate and charge the highest prices to retail or financially weak sections of the community such as the elderly. As legislators in the US have found, individual elderly patients are in no position to argue over the price of their essential cardiac medicines and some elderly pay upto 180% more than the industries most favored clients such as large health maintenance organisations. 

· Finally due to the significant asymmetries of information, direct to consumer (DTC) advertising is used to create brand loyalty in patients and extract monopolistic prices beyond the patent life of a medicine. Additionally DTC advertising encourages a “magic pill” approach to social and lifestyle issues such as obesity, smoking, anxiety and depression. As the US has found, advertising can be used by suppliers to induce demand by encouraging patients to see their doctor and pop a pill, partilularly for lifestyle illnesses. In the US this has diverted resources and patients from alternative forms of lifestyle therapies that are arguably more suitable options for these problems. 

In response to these concerns, Australia established a unique regulatory system to determine the medicines that should be subsidised for the community, and the price that should be paid for them based on their therapeutic value. The system relies heavily on supply side controls to direct resources to areas of most benefit while reducing externalities associated with the pharmaceutical industry.

These supply side controls include:

· A positive subsidisation list incorporating cost effectiveness evaluations.

· Pricing controls such as reference pricing and price-volume agreements as mentioned above.

· Volume restrictions, which limit use and require authority for certain high cost medicines.

· Restrictions on direct to consumer advertising.

Each of these mechanisms are critical to the overall functioning and sustainability of the PBS system. They have been vital in ensuring that the PBS has met the first objective of the National Medicines Policy: that is the “timely access to the medicines that Australians need, at a cost individuals and the community can afford”. 

These are mechanisms could be classified as trade barriers under an FTA and Australia could be forced to deregulate. Deregulation of one or all of these crucial components of the current cost management strategies would create unsustainable inflationary pressure on the system in subsequent years. Thus deregulation of supply side expenditure controls would have to be replaced by measures to restrict demand. As with market-based solutions in most deregulated sectors, the result would be to shift the cost of medicines to individual patients in the form of out-of-pocket payments (cost-sharing) at the time of utilisation (i.e. illness). Interestingly these are the reforms that pharmaceutical manufacturers have suggested as the necessary complementary strategy to contain budget outlays in a deregulated PBS.

The impact of changes to the PBS on patients and the Australian community

Deregulation of the PBS will result in increased national expenditure on pharmaceuticals. This increase in cost is likely to be born by individuals rather than the government. The pharmaceutical industry concedes that the national drug bill will increase by at least $1 billion. International comparisons of drug prices by the productivity Commission suggest it could be substantially higher, in the order of at least $2.4 billion.

Given the Governments stated concern with rising pharmaceutical expenditures and the treasurers preferred option of increased copayments announced in the 2003-04 budget, deregulation will result in increased cost shifting to patients. 

While increased co-payments or out-of-pocket financing may seem like a convenient solution to expenditure control in a deregulated environment, there is substantial evidence to show that it is inherently problematic in the health sector. Experience from the US and Singapore for example suggests that unlike other commodities health systems based on demand side controls display significant market failures 

In relation to the fairness of health financing arrangements the WHO ranks Australia; 26-29th in the world behind comparable developed countries like the UK, Germany, Canada, Sweden, and New Zealand. This is due to the current burden of out-of-pocket costs to individuals of which pharmaceutical copayments is an important component. In Australia out-of-pocket payments constitute 16.6% of total health expenditures. I.e. one in six dollars must be paid by patients at the time of illness.

Thus based on international comparisons with comparable developed countries it is difficult to argue that further increases of out-of-pocket costs to patients are desirable in Australia.

More importantly given the disproportionately large proportion of the PBS budget consumed by elderly Australians (78%) this will leave the Government with a difficult choice. 

On the one hand, it can pass all the increased costs to non-concession card holders, resulting in an increase in the existing pharmaceutical co-payment of 168 per cent. 

Alternatively, it can spread the additional costs more evenly by reducing the concessional and safety net elements of the system. If the safety net were removed completely in a deregulated system the cost of a prescription for the elderly would increase significantly.

Arguments for the deregulation of the PBS

From a community welfare point of view it seems difficult to justify deregulation of price and volume controls, which potentially threaten the viability of the PBS scheme. It is useful to consider the arguments forwarded by the US and international pharmaceutical industry and their representatives in Australia, when lobbying for these changes.

The first argument is that: Australia has a duty to pay  “a reasonable price to the innovator…” as this will “…lead to recognition that Australia is willing to pay its fair share of the overall R&D costs…” (MA, 2002) 

(Medicines Australia- formerly the Australian Pharmaceutical Manufacturers Association)

While the need to fund R&D is a compelling one, a recent report by Families USA examines R&D expenditures in relation to other spending and total profits. The study shows that R&D expenditures are less significant than marketing costs for example and that the pharmaceutical industry has been the most profitable sector and thus cannot justify the high cost of pharmaceuticals based on R&D arguments alone.

The report (FUSA, 2002)into the nine largest US based multinational pharmaceutical manufacturers found that;

· All but one spent more than twice as much on marketing, advertising, and administration than they did on research and development

· On average, the nine companies reported profits of 18 percent of total revenues, but only 11 percent of total revenues were allocated to R&D

· Six out of the nine companies made more money in net profits than they spent on research and development in 2001

· The pharmaceutical industry has been the most profitable industry in America for each of the past 10 years and, in 2001, was five-and-one-half times more profitable than the average for Fortune 500 companies.

· The industry is also very generous to its top executives, offering them millions of dollars in annual pay, supplemented by even larger company stock options. 

· For the highest-paid executive in each of the nine companies, the average annual income, exclusive of unexercised stock options, was nearly $21 million in 2001. The median income was over $11 million. The 10 highest-paid executives across the nine companies received a total of $236 million in compensation in 2001, exclusive of unexercised stock options.

·  The highest-paid of these executives was C.A. Heimbold, Jr., who, in 2001, his compensation, exclusive of unexercised stock options, was $74.9 million.

·  The average value of unexercised stock options for the 10 most highly compensated executives was $52 million, with a total reported value of over $520 million.

The second argument for deregulation of the PBS is that: price controls delay or prevent the arrival of new therapies. Again evidence does not appear to support these assertions. The Productivity Commission report in 2001 found that “for most countries there is no significant difference in the delay between the global and the local launch dates. For example, the delay between the global and Australian launch dates is an average 2.6 years for all categories.  This is similar to the results for France, the US, Spain, Canada and NZ”(PC, 2001). While further research is needed to make definitive comments in this regard, existing research does not support the argument that the PBS is preventing Australians from obtaining new therapies.
Why the PBS will be on the negotiating table 

It is important to understand the pressure the government will face to include the PBS on the negotiating table. The pharmaceutical industry has considerable influence with the current US administration. During the 1999-2000 election cycle in the US, and with billions at stake in a heated debate over prescription drug prices at home and a growing number of patent disputes abroad, the industry weighted their support disproportionately behind George W. Bush. In that election the industry spent nearly 70 per cent of its unprecedented US$24.4 million campaign contributions on Bush and other Republicans (Borger, 2001). 

It is therefore not surprisingly that since coming to office President Bush has appointed several advisers with close ties to the pharmaceutical industry, most important of which is Defense Secretary Donald Rumsfeld. Rumsfeld served as Chief Executive Officer, President, and then Chairman of G.D. Searle & Co., a worldwide pharmaceutical company and until being sworn in as the 21st Secretary of Defense, was Chairman of the Board of the pharmaceutical firm Gilead Sciences, Inc. 

It is in the US that the pharmaceutical industry has been most successful in using its influence to maintain prices and profit margins. When US legislators have sought to address the issue of unregulated pharmaceutical prices, the industry response has been swift and effective. For example the American pharmaceutical industry body, PhRMA, recently took the US State of Maine to court for attempting to introduce legislation similar to the PBS. Maine legislators realised the need for such a program as they found that; 

‘the citizens of Maine have been denied access to medically necessary drugs due to the excessively high prices being charged by pharmaceutical companies. The inability of Maine's citizens to pay for these drugs often results in costly - and otherwise avoidable - hospitalization or institutionalization. Second, Maine residents pay much higher prices for drugs than do citizens of other countries’ (Phelps, 2001 p4).

According to the Governor of Maine, Angus King, under the new legislation ‘ordinary people will be able to get the drugs they need without necessarily having to face the terrible choice between the rent, the food, and the medicine’ (Barrington, 2002 p3). 

Similarly, PhRMA again filed lawsuits to stop the state of Florida when it attempted to introduce a law requiring drug manufacturers to provide discounts if they wanted their drugs to be included on a list of preferred drugs for recipients of Medicaid. Florida Governor Jeb Bush stated ‘protecting the large profit margins for multibillion-dollar pharmaceutical companies is not a priority. We are more concerned about making sure our senior citizens have better access to affordable prescription drugs’ (Tieman, 2001 p31).

The pharmaceutical industry is also quite influential in Australia. In the last few years the industry has moved to establish high-level representation and used a variety of strategies to lobby against PBAC mechanisms that are vital to the viability of the PBS (Jackson, 2001). 

Recent publicity over pharmaceutical industry influence in reforms to the PBAC, highlight the industry’s influence in Australia’s political process (Jackson, 2001). Former Minister for Health Michael Wooldridge was criticised for removing several long standing members of the PBAC and the appointment of an industry representative to the board. One of those removed was Professor Henry, who as chairman of the economic subcommittee of the PBAC, had built an international reputation as an expert on determining the cost-effectiveness of new drugs. His removal was, he felt, “a result of intense lobbying by the pharmaceutical industry” and an attempt by the Howard Government to appease industry frustration at what it claimed were Australia's overly restrictive drug listing and pricing policies (DAVIES, 2001).

In addition to the direct lobbying of parliamentarians, the industry has hired numerous former Liberal party staffers to facilitate access and influence over government. Kieran Schneemann, formerly chief advisor to Finance Minister Nick Minchin was recently appointed as CEO of the Australian drug industry lobby group, Medicines Australia (Metherell, 2002). He replaced Alan Evans, who was a First Assistant Secretary at the Department of Industry prior to his role as CEO (Jackson, 2001). More recently Health Minister Kay Patterson’s senior adviser on the PBS left to take a position with Merck Sharp and Dohme, a large pharmaceutical company (Probyn, 2003 p12). This continues a trend which began under former Health Minister Michael Wooldridge whose key adviser, Rachel David and staffer Ken Smith both left government to work for the pharmaceutical firm Pfizer (DAVIES, 2001). 

Given this influence within both the U.S. and Australian Governments and the industry’s widely expressed dissatisfaction with the cost control and profit limiting measures of the PBS, it is clear that the PBS is likely to be included in negotiations.

Pharmaceutical manufacturers in the U.S. have already called for the PBS to be put on the negotiating table (Allard, 2003). Assistant US trade representative Ralph Ives confirmed at the conclusion of the first week’s negotiations in Canberra that the scheme was on the agenda at the behest of the Pharmaceutical Research and Manufacturers of America (PhRMA). "We understand the strong feelings of Australia towards the PBS [pharmaceutical benefits scheme] . . . I’ll take the information I got here and go back to PhRMA, and we’ll see where we go from here," Mr Ives said. 

The Australian Government refused to rule out the possibility that the PBS could be used as a bargaining chip in the pursuit of greater access to U.S. markets for Australian farmers.  In relation the PBS, when Labor MP Craig Emerson asked Foreign Minister Alexander Downer in Parliament to rule out the possibility of the PBS being on the agenda of an FTA with the United States. Minister Downer replied that if the US was to put forward proposals for the inclusion of the PBS then ‘…obviously that would be part of the negotiating process’ (Hansard, 2002 p9080).

With American interest groups targeting the PBS, there is little evidence to suggest that the Australian Government can negotiate a good deal for Australia in relation to free trade issues with the US. Last year when the US Farm Bill was announced, Australia’s Agriculture Minister described the moves by the US to protect its farmers with massive subsidies at great cost to our own as being ‘Betrayed by a friend’ (Phillips, 2002). The ABC’s Juanita Phillips reported last year in relation to the above incident: 

‘There's been so much tough talk from Australia over the unfairness of the US farm subsidies and yet when Mr. Howard had the rare opportunity to tackle Congress directly on it, the toughest word he could come up with was disappointed. He basically let the US off the hook.’(Phillips, 2002) 

Unfortunately it seems likely that while American lobby groups will ensure that few concessions are made by the US, what little is provided will be extracted as a great cost to the Australian community. This is particularly likely in relation to the PBS given the influence of the industry with both Governments.

Conclusion

The PBS, like Medicare, is an effective means of ensuring that all Australians are given access to essential health care needs. The principles of equity and accessibility are the cornerstones of our health care system and they serve us well. In a global climate of decreasing regulation and increasing costs, the Australian Government is under immense pressure, internally and from foreign Governments as well as the private sector, to limit its involvement in many areas.

If U.S. pharmaceutical interests and their Australian subsidiaries succeed in their bid to use their close ties to the Bush administration and Howard government and force the inclusion of the PBS on the FTA negotiating table, the adverse consequences will be significant. In summary the detrimental consequences for the accessibility of medicines in Australia are likely to include:

· Unsustainable inflationary pressure on the price of medicines in Australia as a result of price control deregulation.

· Exploitation of significant asymmetries of information in pharmaceutical products by the deregulation of direct to consumer advertising. This can be used by suppliers to induce demand particularly for the use of medicines for lifestyle illness. Additionally it allows extended monopolistic profits by the creation of brand loyalty. 

· Unsustainable expenditure increases as a result of price, volume, and direct to consumer advertising control deregulation, which could cost Australians between 48-250% more to purchase the same quantity of medicines that we currently do.

· Budget blowouts would occur as a result and lead to the increased shifting of costs from the Commonwealth to patients by increasing co-payments.

· The burden of increased co-payments would be borne by the elderly, the sick and low income groups by the unavoidable erosion of safety-net and concession protection as nearly 80% of pharmaceutical expenditures are generated by this population. 

-
A net transfer of wealth from Australians to international pharmaceutical manufacturers as a result of price rises.

-
An increase in the profit of the currently most profitable industry in the world.

The potential benefits include:

-
A possible decrease in the lag time for arrival of some new therapies that will be available to those who can afford it.

-
Increased availability of certain high cost medications limited to those with the financial means to pay for these medications out-of-pocket.
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