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EXECUTIVE SUMMARY

Medicines Australia is the representative body for Australia's prescription
medicines industry. The industry is now one of the largest exporters of
elaborately transformed manufactured goods in Australia.

Medicines Australia, believes the successful negotiation of the Australia-US Free
Trade Agreement (FTA) is a very significant outcome for Australia and it urges all
parliamentarians to provide the bi-partisan support to deliver this historic once in
a life time opportunity.

Medicines Australia recognises that Australia can secure billions of dollars worth
of benefits in a FTA with the United States. This is a great result for Australia,
offering big gains for local manufacturers, investors and professional services.
The FTA will open up the US market of 290 million people to Australia.

The FTA is a win for Australian patients, the medical community and industry on
several fronts.

The FTA commits Governments to facilitating high quality health care and
continued improvements in public health for their communities.

The Government has consistently promised Australians that the Pharmaceutical
Benefits Scheme (PBS) will remain in tact. This commitment has been honoured.
The Regulation Impact Statement affirms that the Agreement does not impair
Australia's ability to deliver fundamental policy objectives in healthcare and does
not change the fundamental architecture of the PBS.

Medicines Australia supports the FTA because of the significant benefits that will
accrue to the health of Australians and the wealth that will be created for the
nation. The FTA builds on Australia’s National Medicines Policy, previous and
current Industry Development Plans (Factor f, PIIP and P3), the Government's
innovation and Biotechnology Strategies and the State Ministers’ Australian
Biotech Alliance.

The Senate Select Committee’'s terms of reference require it to examine the
impacts of the agreement on Australia’s economic, trade, investment and social
and environment policies, including, but not limited to, agriculture, health,
education and the media. Medicines Australia contends that the FTA has
demonstrable benefits for Australian patients, the medical community and
Industry.

These benefits include:
« Access io the world's largest economy and a market of 290 million people;
. Potential to secure billions of dollars worth of benefits that offer big gains for
local manufacturers, investors and professional services;
+ More efficient access to medicines when the Australian public needs them;
+ Improved understanding by consumers and industry of the workings of the
PBS , equipping them to become better, more informed participants;
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« Heightened integrity of the system to ensure that the right decisions are
being made on behalf of Australian patients;

« Greater certainty in access to medicines for patients;

« Protection and enhancement of the PBS system, and

« The potential to secure $1 billion of bio-pharmaceutical research activity,
and manufacturing activity.

“Conventional wisdom has it that Australia’s PBS is the world’s best government

system for subsidizing medicines. How many times have we heard that in the

debate over the pending Australia-US free trade agreement? But although we

have every reason to be proud of our health system, we should not be afraid of

constructive criticism that could lead to its improvement especially in refation to

access to medicines. Far from being near perfect, the PBS prevents much

needed reform and baffles numerous medical specialists in virtually every
discipline.”

Professor John Zalcberg

Cancer specialist

The Australian

15/12/2003
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INTRODUCTION

Medicines Australia is the representative body for Australia’s prescription
medicines industry. The broad industry has a turnover of approximately $12
billion, employs around 35,000 people and accounts for approximately 1 per cent
of the global market. The industry “backs Ausiralia’s ability” and is an
indispensable component of a high-tech, twenty-first century economy.

Over the last decade pharmaceutical exports have grown from $146 million to
more than $2 billion and the pharmaceutical industry is now one of the largest
exporters of elaborately transformed manufactured goods in Australia — neck and
neck with the wine industry.

The industry’s investment in R&D is $450 million and is in no small way
associated with the very significant investment past and present governments
have made towards building a highly respected R&D base in this country.

Medicines Australia, believes the successful negotiation of the Australia-US Free
Trade Agreement (FTA) is a critically important outcome for Australia and it urges
all parliamentarians to provide the bi-partisan support to deliver this historic once
in a life time opportunity.

Medicines Australia recognises that Australia can secure billions of dollars worth
of benefits in a FTA with the United States. This is a great result for Australia,
offering big gains for local manufacturers, investors and professional services.
The FTA will open up the US market of 290 million people to Australia.

The FTA is a win for Australian patients, the medical community and industry on
several fronts.

The FTA commits Governments to facilitating high quality health care and
continued improvements in public health for their communities.

The Government has consistently promised Australians that the Pharmaceutical
Benefits Scheme (PBS) will remain in tact. This commitment has been honoured.
The Regulation Impact Statement affirms that the Agreement does not impair
Australia's ability to deliver fundamental policy objectives in healthcare and does
not change the fundamental architecture of the PBS.

The innovations to PBS systems and processes will ensure life-saving and life-
enhancing medicines continue to be made available to all Australians.

These innovations will bring about a more transparent, improved PBS system,
better equipped to assess the value of medicines and to ensure they are made
available to Australians when they are most needed.

" This is affirmed in the Regulation Impact Statement for JSCOT which states: “Australia
will make improvements to the transparency and timeliness of PBS processes and
Australians will benefit from faster access to subsidies for new prescription medicines.”
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Industry, consumers and medical specialists can now rest assured there is a
system of review to ensure the best decisions are made for all Australians, with
access to the best therapies to treat and cure illness. This can allow patients,
medical professionals and industry to be better informed and understand the
importance of a new therapy or life saving medicine, while at the same time
introducing greater transparency and certainty to important PBS processes.

Medicines Australia supports the FTA because of the significant benefits that will
accrue to the health of Australians and the wealth that will be created for the
nation. The FTA has demonstrable benefits for Australian patients, the medical
community and industry, which the Senate Select Committee should consider as
positive impacts from the Agreement. These include:

1. The FTA facilitates more efficient access to medicines when the Australian
community most needs them. This is better healthcare and will help achieve a
healthier workforce with higher participation rates, as well as a viable local
industry.

2. A more certain and predictable timeframe for PBS decisions will improve
time delays in access to medicines for patients, enable the system to operate
more efficiently, and allow prescription medicines companies to operate within
normal business parameters.

3. The promise to disclose the procedures and rules of the system is a
commitment to openness and transparency for what has until now been seen as
an ill-explained process. This will enable the public and industry to better
understand how the system operates and why a medicine has or has not
achieved PBS listing, equipping them to be better, more informed participants in
the process.

4. A system of independent review for decisions made by the PBAC is a
safeguard for Australians to make sure that the right decision has been made for
the community's needs. it is an appropriate acknowledgment of the importance of
the system of providing subsidised medicines to the Australian community as part
of Australia’'s world class health system. It also acknowledges procedural
fairess considering the high level of investment industry makes in developing a
new medicine and the need for timely access to critical medicines by the
community.

5. Streamlining administrative steps required before a medicine is added to
the PBS will result in efficiencies to the system and reduce the time between
when a medicine receives PBAC approval and when it can be prescribed to
Australian patients through the PBS.

6. Allowing industry to provide comments to the PBAC during the
reimbursement process will allow a greater exchange of information crucial to a
medicines' best chance of fair assessment. It will protect the integrity of the
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system and ensure the right decisions are being made on behalf of the Australian
community in addressing their needs.

7. The greater transparency and improved understanding of the way the PBS
operates will increase the Australian public's understanding of the scheme,
funded by their taxes, and presents an opportunity to increase their respect for
the system and the way it is intended to operate. it will also provide a greater
level of certainty and predictability for companies — a factor which underpins
investment decisions by the global pharmaceutical industry.

8. The FTA has the potential to secure billions of dollars worth of benefits
including attracting $1 billion worth of bio-pharmaceutical research activity and
manufacturing activity to Australia. This will benefit local manufacturers, investors
and professional services, and will convert a potential brain drain of tatented
young Australian scientists into a brain gain.

Q. The FTA is a catalyst and a vehicle that can translate Australia’s
competitive advantages into positioning Australia as a major bio-pharmaceutical
hub in the region. These advantages include an excellent medical research
infrastructure, a high quality clinical research capability, innovative biotech
companies and a highly skilled, high-tech, knowledge-based workforce — assets
that through the FTA will foster better health outcomes and higher economic
growth.

10. The Agreement will allow Australian medicinal exports to reach a market
of 290 million people. It is vital for an industry that is the biggest employer of
scientists outside Government.

11.  The Agreement reinforces Australia's existing framework for intellectual
property protection of pharmaceuticals and fulfils its international treaty
obligations. The Therapeutic Goods Administration (TGA) marketing approval
process will recognise the rights of patent holders through notification procedures
as well as ensure that generic manufacturers have a rightful place in the market,
once a patent has expired.

12.  There is international recognition of the high standard of prescription
medicine evaiuation undertaken by the Australian TGA and the resultant high
quality safety and efficacy of prescription medicines supplied in, and exported
from Australia. Closer co-operation between Australia’'s TGA and the US Food
and Drug Administration (FDA) will mean a more efficient registration process for
medicines, ensuring Australians have a much better chance of accessing
medicines they need when they need them.
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Facts and Fiction

“Despite a campaign of misinformation picked up by some political figures

throughout the past year, Australia was not forced to dismantle the PBS. What

Australia was “forced” to do was to make the PBS more transparent and

accountable, not to the US pharmaceutical industry but fo the Australian people.

The US pharmaceutical companies may have pushed this charge, but we should

be pleased that they correctly pointed out that the PBS does not give sufficient

weight to the benefits certain drugs may have on the quality of life of the person
taking the drugs...”.

Bryan Mercurio

Lecturer in international trade law

University of NSW

The Australian

11/2/2004

There are a number of fabrications which various groups have attempted to link
to the FTA. Set out below are a number of more informed and objective
responses to those myths:

1. The independent review system wilt not be able to force PBS listing. The
final say and decision making on whether a medicine achieves PBS listing
remains in the hands of the Executive Government and Health Minister.
Whatever the PBAC or an independent review system may conclude the ultimate
authority remains with the Government. The Minister retains the power to list or
not list a medicine and to decide on the conditions that are placed for such listing.
To suggest otherwise is misleading and mischievous.

2. Throughout the negotiations unsubstantiated claims were made that the
FTA would increase the price of medicines to consumers. The suggestion for
example that the FTA would result in the cost of a prescription for ordinary
Australians jumping by 430% to more than $122, lacked any credibility or
objectivity. These claims were refuted at the time and again following the release
of the FTA text.

3. The FTA does nothing to alter the Government of Australia’s right to
determine what medicines it offers via subsidy to the Australian public. The FTA
cannot dictate how much the Australian Government spends on medicines or
how much medicines cost the Australian consumer. Governments, the
Parliament and the community decide how much is ultimately spent on
healthcare and this has nothing to do with a FTA.

4. Closer co-operation between Australia's TGA and the US FDA will not
extend to the TGA having to accept the recommendations of the FDA on
medicines or vice versa.

More detailed information is at Appendix A.
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CONSIDERATION OF THE SPECIFIC ELEMENTS OF THE AUSTRALIA-USA
FREE TRADE AGREEMENT

1. The principles

1. AGREED PRINCIPLES

The Parties are committed to facilitating high quality health care and continued improvements in
public health for their nationals. In pursuing this objective, the Parties are committed to the
following principles:

{a) The important role played by innovative pharmaceutical products in delivering high quality
health care,

(b) The importance of research and development in the pharmaceutical industry and of
appropriate government support including through intellectual property protection and other
policies;

(c) The need to promote timely and affordable access to innovative pharmaceuticals through
transparent, expeditious and accountable procedures, without impeding a Party’s ability to apply
appropriate standards of quality, safety and efficacy; and

(d) The need to recognize the value of innovative pharmaceuticals through the operation of
competitive markets or by adopting or maintaining procedures that appropriately value the
objectively demonstrated therapeutic significance of a pharmaceutical.

The FTA represents a real and unambiguous commitment by both Governments
to facilitating high quality healthcare, through principles which give recognition to
the important role played by innovative medicines, acknowledgement of the value
of innovative medicines and the need for timely and affordable access. The role
of research and development in the pharmaceutical industry is also seen as a
central and abiding commitment.

Medicines Australia applauds the enunciation of these important principles, which
builds 2on the commitments already made in Australia’'s National Medicines
Policy.

The FTA facilitates more efficient access to medicines when the Australian
community most needs them. This will promote better healthcare and will help
achieve a healthier workforce with higher participation rates.

2 The National Medicines Policy is a well-established endorsed partnership framework. Governments —
Commonwealth, States and Territories — the medicines industry, healthcare consumers, health educators,
health practitioners, and other healthcare providers and suppliers work together to promote the objectives of
the policy. The overall aim of the National Medicines Policy is to meet medication and related service
needs so that both optimal health cutcomes and economic objectives are achieved.
The National Medicines Policy focuses on four central objectives:

» Timely access to the medicines that Australians need, at a cost individuals and the community can

afford;

» Maintaining a responsible and viable medicines industry;

= Quality use of medicines; and

= Ensuring medicines meet appropriate standards of quality, safety and efficacy
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The recently released Access Economics report® categorically demonstrated the
major contribution that innovative medicines have made to the well being of
Australians during the last decade, for example in the fight against cancer and
cardiovascular disease.

The Government's inter-Generational Report acknowledges that over the next 40
years the ratio of dependants to workers will rise and population factors will
detract from GDP per capita. According to the Treasurer, higher participation
among older Australians will have a more immediate and direct impact on GDP
per capita than rising fertility rates.

The solution is about higher participation and increasing productivity. A key to
such a cultural shift is maintaining and enhancing the health of Australians: that
is, healthy ageing. Access to innovative medicines will continue to be a major
contributor.

It is both appropriate and important that access to innovative medicines has been
included as a priority in the FTA principles, particularly because over the past few
years, there has been mounting evidence of public concern regarding access to
medicines (see Appendix B).

The FTA principles place priority on the importance of R&D in the pharmaceutical
industry with appropriate Government support. This represents another building
block in fostering the country’s innovation agenda through developing a viable
industry, helping the industry to compete in the global marketplace, which are
both critical to increasing the flow of highly skilled jobs, high tech exports and
higher economic growth (see Appendix C). '

2. Transparency

2. TRANSPARENCY

To the extent that a Party’s federal healthcare authorities operate or maintain procedures for
listing of new pharmaceuticals or indications, or for setting the amount of reimbursement for
pharmaceuticals, under its federal healthcare programs, it shall:

{a) Ensure that consideration of all formal proposals for listing are completed within a specified
time;

{b) Disclose procedural rules, methodologies, principles and guidelines used to assess a
proposal;

(c) Afford applicants timely opportunities to provide comments at relevant points in the process;
(d) Provide applicants with detailed written information regarding the basis for recommendations
or determinations regarding the listing of new pharmaceuticals or for setting the amount of
reimbursement by federal healthcare authorities;

* For example, it demonstrated significant rates of return on investment in health research, as much as
800% in the case of cardiovascular disease. “Exceptional Returns — the value of investing in health R&D in
Australia”, prepared for the Australian Society of Medical Research, September 2003

4 Leading Australian researcher Dr Paul Gross, the Director of the Institute of Health Economics and
Technology Assessment, confirmed that better health outcomes obtained with modern innovative medicines
lead to higher gross domestic product (GDP) by increasing both workforce participation and productivity.
“The Economic Value of Innovation: measuring the linkages of pharmaceutical research, use of innovative
drugs and productivity gains” Health Economics Monograph, No.80, March 2003
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(e} Provide written information to the public regarding its recommendations or determinations,
while protecting information considered to be confidential under the Party's law; and

(f) Make availabie an independent review process that may be invoked at the request of an
applicant directly affected by a recommendation or defermination.

Transparency about how medicines are registered and reimbursed and the
processes by which this is determined is important for community confidence in
our health system as it relates to medicines; and recognition of the value that this
delivers individua! members of our community; and for business in its planning
processes. It is far more than the publication of information.

The principles outlined in the FTA ensure that the decision making process for
the reimbursement and pricing of medicines are timely, objective, fair and
transparent and provide for meaningful consultation and accountability. These
principles are reinforced by specific provisions in the Side Letter which outline the
specific opportunities for consultation.

The greater transparency and improved understanding of the way the
Pharmaceutical Benefits Scheme (PBS) operates will increase the Australian
public’s understanding of the scheme, which is funded by their taxes and
presents an opportunity to increase their respect for the system and the way it is
intended to operate. It will also provide a greater level of certainty and
predictability for companies — a factor which underpins investment decisions by
the global pharmaceutical industry.

The benefits of greater transparency have been noted by stakeholders and
decision makers alike.

For example, the former Shadow Minister for Health Stephen Smith said at a
pharmacy conference last year that when we look at the PBS we should look at
the long-term, viable and sustainable measures: ‘“looking at (PBS) listing
procedures for new medicines; making the scheme more transparent;, more
accountable both to the community and to the various professionals interested in
it; making sure that we have evidence-based medicine and that we make sure
that appropriate information goes to consumers and doctors so far as prescribing
is concerned...”®

In a recent opinion in the national media, one of Australia's leading cancer
specialists Professor John Zalcberg said that, “Far from being perfect, the PBS
prevents much needed reform and baffles numerous medical specialists in
virtually every discipline...many specialists, like me, are frustrated by
unexplained delays that seem fo be based on non-transparent, economic or
bureaucratic processes dictating the PBS decision-making process”®

5 Australian Pharmacy Professional 2003, in Pharmacy Review April 2003.
® The Australian, December 2003.
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The changes proposed in the FTA will build on the new arrangements -
previously initiated by the Government - which apply from March 2004, with the
introduction of the “17 week schema”. The “17 week schema” applies to PBAC
applications and expands the opportunities for companies to provide comment on
their applications.

The specific benefits which will flow from the FTA transparency provisions are as
follows:

Certain and predictable timeframes for PBS listing

More certain and predictable timeframes for PBS decisions will improve time
delays in access to medicines for patients, enable the system to operate more
efficiently, and allow prescription medicines companies to operate within normal
business parameters.

There is evidence of community concerns around access delays T as well as a
number of references in Parliament relating to delays®,

Recent examples show that the time between approval by the Pharmaceutical
Benefits Advisory Committee (PBAC) and achieving PBS listing has for new
chemical entities extended to between six months and three years. For example,
in response to a question on notice from Senator O'Brien in October 2000, the
Health Minister noted that the medicine Aricept had first been considered by the
PBAC in December 1997 and received approval in December 2000, Similarly,
Senator Carr in November 2002 noted that “/t is now 1 and a half years later and
the government has failed to make the necessary decisions about the listing of
these drugs (Avandia and Actos).”

The TGA has a statutory timeframe for the registration process (255 days).

The issue of certain timeframes has been recognised by the Government and is
currently under consideration as part of the review of post-PBAC processes
which the Government had previously initiated. The goal of this review is to
“design a streamiined process/arrangement that is best positioned to deliver
efficient, effective, certain and transparent outcomes for government, the
pharmaceutical industry, prescribers and the communily, including the
achievement of a maximum 4 month timeframe from date of positive PBAC
recommendation fo available subsidy”.

7 For example, an investigation by the Daily Telegraph found that it could take up to five years for new
break through drugs to attain Government subsidy. Daily Telegraph 24/11/03, p.3 .And commentator Alan
Mitchell notes that “the PBS derives its bargaining power from its ability to effectively withhold drugs
from the lucrative Australian market. This will become more difficult as the Australian population ages and
the availability of new drugs becomes a national obsession.” AFR 17/12/2003

¥ For example, Senator O’Brien — in October 2000- asked about Aricept and Exelon; Senator Murphy has
asked about the glizatone drugs, in November 2002; Scnator Lees asked about Enbrel and Remicade in
September 2002,
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The outcomes of this review, together with the FTA provisions relating to
specified timeframes and reducing the time to implement PBAC
recommendations are important initiatives towards improving systems and
processes.

Disclosure of procedures, guidelines etc

The FTA provision relating to disclosure of the procedures and rules of the
system is a commitment to openness and transparency for what has until now
been seen as an ill-explained process.

This will enable the public and industry to better understand how the system
operates and why a medicine has or has not achieved PBS listing, equipping
them to be better, more informed participants in the process.

The industry acknowledges that many of the procedures and guidelines are
publicly disclosed. However, there are still significant areas where disclosure
would be beneficial and enhance the transparency of the process for everyone.

For example, the disclosure provisions will assist patients and industry to
understand the process by which the PBAC chooses to consult specialists or
patient groups on a particutar medicine, how that consultation occurs and how it
is used in assessing whether a medicine should be made available; and whether,
for example, clinical practice guidelines pliay any part in the process.

Similarly, the disclosure provisions will assist in understanding how the expert
evaluators - who are assigned to write an evaluation of a particular medicine for
the PBAC and its sub-committees- assess the clinical and quality of life benefits
of that medicine.

There is also a great need and desire for the public to understand the threshold
which medicines must meet in order for them to be considered “value for money”
by the PBAC. The industry agrees with and understands that it needs to
demonstrate the value of its medicines. Clarity around the ‘value for money”
threshold which medicines must meet will enable companies to better understand
how to bring a product to market.

The neged for greater disclosure and transparency has been recognised by
others.

Greater engagement by companies in the listing process

Allowing industry to provide comments to the PBAC during the reimbursement
process will allow a greater exchange of information crucial to a medicines' best
chance of fair assessment.

’ For example, Dr Brendan Grabau, the chief assessor of the Pharmaccutical Continuing Education Program
at Dreakin University commented that The current lack of transparency sometimes baifles Australian
patients/consumer groups,” Canberra Times 28/1/04. Similarly Dr John Zalcberg asked the question:”
....are patients prepared to let this rationing continue behind closed doors” The Australian 15/12/03

April 2004 12




Medicines Australia Submission

It will protect the integrity of the system and ensure the right decisions are being
made on behalf of the Australian community in addressing their needs.

The FTA provisions will enable a greater level of engagement by companies in
the listing process than has been possible to date.

For example, the FTA provisions in the Side Letter (3(b)) wili allow companies to
fully respond to the lengthy evaluation reports which are provided as part of the
process, rather than being limited from doing so, as has been the practice to date
(maximum of four text pages, and 2 pages of tables/graphs).

Similarly, greater engagement will enable simple questions or inaccuracies to be
answered or corrected early in the process, rather than having to wait for the
PBAC to reject the submission 3-6 months later on the basis of incorrect or
misinterpreted data.

The opportunity to appear before the PBAC — which is in the Side Letter at 3 (c)
will measurably improve the current process where, to date, only written
communication is permitted.

Earlier, more frequent and more wide-ranging opportunities for consultation and
comment will improve the effectiveness and efficiency of the process and make it
far more transparent for everyone.

In addition, increased interaction and dialogue between those involved in the
evaluation and decision-making process and companies will increase industry's
understanding of requirements and outcomes.

The intended outcome is to enable patient access to medicines when they need
them by improving the success rate of submissions or reducing the rate of re-
submissions, where there is justification and a demonstrated need.

In addition to the processes relating to the PBAC, Medicines Australia
understands that the need for greater engagement has been recognised by the
Government within the context of the previously initiated Review of post-PBAC
processes.

A review of the Therapeutic Drugs Administration in 1991 resulted in very
successful innovations to the systems and processes leading to the approval of
medicines in a more transparent and timely manner."

The Australian Government's own reviews, such as the 1996 Industry
Commission inquiry into The Pharmaceutical Industry and the 1997 Australian
National Audit Office review, have found that the administration of the PBS would
benefit by greater transparency (see Appendix D).

'°A Question of Balance. Report on the future of Drug Evaluation in Australia. Professor Peter Baume July
1991, AGPS.
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independent review process
A system of independent review of recommendations made by the PBAC is a
safeguard for Australians to make sure that the right decision has been made in
the community's best interests.

It is an appropriate acknowledgment of the importance of the system of providing
subsidised medicines to the Australian community as part of Australia's world
class health system.

It is also recognition of the need for procedural fairness considering the high level
of investment industry makes in developing a new medicine and the need for
timely access to critical medicines by the community.

The benefits of an independent rewew have been noted by stakehoiders and
decision makers outside the industry."'

The PBAC process is a technical, scientific process which involves subjective
appraisals of large volumes of data arising from scientific studies and the
exercise of discretion by PBAC members in some cases in complex areas of
cutting-edge science. By its very nature, its outcomes are the product of a
subjective decision making process. This is an area where new methodologies
and approaches are continually being developed and refmed and where
uncertainties around interpretation of evidence are prevalent.

The independent review agreed to, is in line with the Government's stated
approach to accountability and good governance - sentlments expressed by the
Auditor-General and the Administrative Review Council.®

To ensure that the independent review process delivers true accountability to the
public, the industry will support a process that:

" For example, Dr Brendan Grabau noted that “this type of mechanism allows industry, doctors and
patients to question how and why innovative medicines have failed to achieve a PBS listing.” The Canberra
Times 18/2/04.

2 The Industry Commission noted this in its report: “The Commission finds that because economic analysis
can only be approximate, undue reliance has been placed on its use in PBS listing and pricing decision-
making.” 10.7. Similarly the ANAO report recommended that the PBAC guidelines would benefit from
incremental changes as improved techniques for economic analysis are accepted....” A full review of the
PBAC Guidelines has not occurred for some years, The Guidelines have been essentially the same since
1995, with some tinkering around the edges.

I* The Auditor General, Pat Barrett said in September 2000 in an address to the International Conference on
Improving Oversight Functions: Challenges in the New Millenium: “The central element of democratic
governance is accountability. The latter includes assurance that government and its institutions will conduct
themselves with integrity,justly equitably and efficiently. In their wisdom, legislatures and governments
have established independent bodies to oversight accountability and performance to help provide such
assistance.” In the Adminstrative Review Council report entitled “Better Decisions: review of the
Commonwealth Merits Review Tribunal”, the council said: “In the council’s view, the overall objective of
the merits review system is to ensure that all administrative decisions of government are correct and
preferable. Achieving this objective involves more than ensuring that the correct and preferable decision is
made in those cases that come before the review tribunals. 1t aiso means that all persons who might benefit
from merits review are informed of their right to seek review and are in a position to exercise those rights
and that the overall quality of agency decision making is improved.”
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a. Is conducted at arms length from the process which provides the original
recommendation to Government;

b. Involves an independent objective appraisal of the matters dealt with in the
initial process of arriving at a determination — the facts, all aspects of the
recommendation. For PBAC submissions, this includes the scientific
analysis/findings and economic analysis/findings;

¢. Enables determinations to undergo review, where the original advice to
Government is confirmed or can vary from the original determination;

d. |s conducted in such a way as to make public outcomes from the review
process at the first opportunity; and

e. |s consistent with the currently agreed processes for the publication of
negative decisions of the PBAC.

The mechanism for the operation of the review process needs to be finalised,
reflecting the agreement reached by the Australian and US Government.

The independent review process around PBAC determinations is about access to
medicines and their value to the community. However, it will not be able to force
PBS fisting. The final decision on whether a medicine achieves PBS listing,
remains in the hands of the Executive Govemment and Health Minister.
Whatever the PBAC or an independent review system may conclude the ultimate
authority remains with the Government. The Minister retains the power to list or
not list a medicine and to decide on the conditions for such listing.

The benefits of independent review processes are numerous and apply fo the
decisions of numerous government agencies (see Appendix E). The industry fully
accepts that determinations which affect the health of miliions of Australians
should legitimately have an avenue for review.

3. The Medicines Working Group

3. MEDICINES WORKING GROUP

(a) The Parties hereby establish a Medicines Working Group;

(b) The objective of the Working Group shall be to promote discussion and mutual understanding
of issues relating to this Annex (except those issues covered in paragraph 4), including the
importance of pharmaceutical research and development to continued improvement of healthcare
cutcomes; and

(c) The Working Group shall comprise officials from federal government agencies responsible for

federal healthcare programs and other appropriate federal government officials.

The establishment of the Medicines Working Group is similar to groups which
have been set up under this and other Free Trade Agreements. Medicines
Australia supports its focus on the important role of innovative medicines in
delivering quality health outcomes. We assume that the Group’s terms of
reference will reflect the principles contained in Annex 2-C.

Composition of the MWG is a matter for the US and Australian Governments to
determine. It should be made up of Government officials from central agencies,
Health and Trade, to ensure a whole of Government approach on the part of both
Governments.
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4, Regulatory cooperation

4, REGULATORY COOPERATION

The Parties shall seek to advance the existing dialogue between the Australian Therapeutic
Goods Administration and the U.S. Food and Drug Administration with a view to making
innovative medical products more quickly availabie to their nationals.

There is international recognition of the high standard of prescription medicine
evaluation undertaken by the Australian TGA and the resultant high quality,
safety and efficacy of prescription medicines supplied in, and exported from,
Australia.

The rigorous evaluations conducted by the TGA, and the timeliness with which
evaluations are conducted — on average a new prescription medicine is
evaluated within 18 months from submission — means that Australian
pharmaceutical companies can better convince their home offices overseas that
Australia can be a regional or even global exporter of prescription medicines.

Closer co-operation between Australia's TGA and the US Food and Drug
Administration (FDA) will mean a more efficient registration process for
medicines, ensuring Australians have a much better chance of accessing
medicines they need when they need them.

Closer cooperation between the TGA and FDA will also enhance the TGA's
position as a significant regulatory agency in the Asia Pacific area.

5. Dissemination of information

5. DISSEMINATION OF INFORMATION

Each Party shall permit a pharmaceutical manufacturer to disseminate to health professionals
and consumers via the manufacturer's internet site registered in the territory of a Party, and on
other Internet sites registered in the territory of a Party linked to that site, truthful and not
misleading information regarding its pharmaceuticals that are approved for sale in the Party’s
territory as is permitted under each Party’s laws, regulations and procedures, provided that the
information includes a balance of risks and benefits and encompasses all indications for which

the Party's competent regulatory authorities have approved the marketing of the pharmaceuticals.

The FTA text articulates that any marketing and advertising to consumers must
comply with existing laws. Current Australian law states that advertising direct to
consumers by industry is prohibited. The prescription medicines industry adheres
to this Government legisiation and recognises this statement as a reaffirmation of
existing policy.
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6. The Side Letter on Pharmaceuticals

1. In order to enhance transparency, meaningful consuitation, and accountability in the process of
selecting, listing, and pricing of pharmaceuticals under its Pharmaceutical Benefits Scheme
(PBS), Australia shall provide an applicant seeking to have a pharmaceutical listed on the PBS
formulary:

(a) An opportunity to consult relevant officials prior to submission of an application for listing,
including on the selection of a comparator pharmaceutical;

{b) An opportunity to respond fully to reports or evaluations relating to the applications that are
prepared for the technical subcommittees of the Pharmaceutical Benefits Advisory Committee
(PBACY);

(c) An opportunity for a hearing before PBAC while it is considering reports or advice from the
technical subcommittees to the PBAC regarding applications; and

{d) Sufficient information: on the reasons for its determination on an application, on an expeditious
basis, to facilitate any application to the Pharmaceutical Benefits Pricing Authority.

2. Australia shall provide an opportunity for independent review of PBAC determinations, where
an application has not resulted in a PBAGC recommendation to list.

3. In order to make its process of selection, listing, and pricing of pharmaceuticals and indications
under its PBS more expeditious, Australia shall:

(a) Reduce the time required to implement recommendations of the PBAC, where possible;

(b) Introduce procedures for more frequent revisions and dissemination of the Schedule of
Pharmaceutical Benefits, where possible; and

(c) Make available expedited procedures for processing of applications not requiring an economic
evaluation.

4. Australia shall provide opportunities to apply for an adjustment to a reimbursement amount.

Points 1(a)-(d), 2 and 3(a), which relate to certain and predictable timeframes,
greater engagement by companies in the listing process and the independent
review process, have been addressed in earlier comments.

More frequent revisions and dissemination of the list of subsidised medicines —
commonly known as the “Yellow Book” - and expedited procedures represent a
streamlining of administrative and procedurat steps which are required before a
medicine is added to the PBS. This will result in efficiencies to the system and
reduce the time between when a medicine receives PBAC approval and when it
can be prescribed to Australian patients through the PBS.

Medicines Australia supports any measures aimed at streamlining procedures, as
this is also in line with the intent of the Review of post-PBAC processes.

Point 4 of the Side Letter formalises an existing process whereby companies can
ask for consideration of the value of their medicines.
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7. Intellectual Property Chapter

’TRT!CLE 17.10 : MEASURES RELATED TO CERTAIN REGULATED PRODUCTS

5. Where a Party permits, as a condition of approving the marketing of a pharmaceutical product,
persons, other than the person originally submitting the safety or efficacy information, to rely on
evidence or information concemning the safety or efficacy of a product that was previously
approved, such as evidence of prior marketing approval in the Party or in another territory:
(a) That Party shait provide measures in its marketing approval process to prevent such persons
from

(i) Marketing a product, where that product is claimed in a patent; or

(i) Marketing a product for an approved use, where that use is claimed in a patent, during the
term of that patent, unless by consent or acquiescence of the patent owner; and
(b) If the Party permits a third person to request marketing approva! to enter the market with:

(i) A product during the term of a patent identified as claiming the product; or

(i) A product for an approved use, during the term of a patent identified as claiming that
approved use, it shall provide that the patent owner be notified of such request and the identity of
any such other person.

Medicines Ausfralia supports the intellectual property provisions of the
Agreement which reinforces Australia's existing framework for intellectual
property protection of pharmaceuticals and fulfils its international treaty
obligations.

Australia’s intellectual property regime is regarded as amongst the strongest in
OECD countries and the FTA has reinforced this.

Most of the intellectual property provisions relating to pharmaceuticals clarify and
reconfirm existing law. For example, the provisions on data exclusivity for new
products do not impose any additional obligations.

Similarly, the provisions relating to the approval of generic drugs reinforce
existing patent law. New provisions require measures in the marketing approval
process to prevent a person from entering the market with a generic version of a
patented medicine before a patent has expired; and notification to patent owners
in certain circumstances. These provisions merely clarify that a generic medicine
cannot be marketed while a patent is on foot — this is the existing law with an
element of greater transparency.

These provisions will recognise the rights of patent holders through nofification
procedures as well as ensure that generic manufacturers have a rightful place in
the market, once a patent has expired. There are no changes to pharmaceutical
patent terms in the Agreement.
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8. Side Letter on intellectual Property

Notwithstanding Article 17.9.6, if a patent for a pharmaceutical product has been granted an
extension of its term pursuant to Article 17.10.4, Australia may permit the export by a third party
of a pharmaceutical product covered by that patent, only for the purposes of meeting the
marketing approval requirements of Australia or another territory.

This provision confirms existing law which enables generic manufacturers to
export a product for marketing approval purposes only, where that product is still
protected by an extended patent in Australia. The industry believes that there
should not be any differentiation between the protections provided
pharmaceutical patents during the initial patent term or during the extension, as is
the current practice in the US, but accepts the current Australian position.
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APPENDIX A
FACTS AND FICTION SURROUNDING THE AUSTRALIA-USA FTA

To assist in separating fact from fiction on the PBS and FTA, Medicines Australia
provides the following clarification on myths put forward about PBS changes:

Myth 1: The FTA will allow pharmaceutical companies to advertise directly
to the public:

Fact: The FTA text articulates that any marketing and advertising to consumers
must comply with existing laws. Current Australian law states that advertising
direct to consumers by industry is prohibited.

Myth 2: There is a new element to the PBS where prescription_medicines
companies can demand price increases for their products:

Fact: There is no new process whereby companies can ask for higher prices for
medicines. The FTA text formalises an existing process whereby companies can
ask the Government to consider the value of their medicines.

Myth 3: The prescription medicines industry will be able to force the listing
of medicines through an independent review system:

Fact: The independent review system will not be able to force decisions as the
final say and decision making on whether a medicine achieves PBS listing
remains in the hands of the executive Government and Health Minister.
Whatever the PBAC or an independent review system concludes the ultimate
authority still lies with the Government. The Minister retains the power to list or
not list a medicine and to decide on the conditions that are placed for such listing.

Myth 4: Drug prices could double as a result of the FTA

Fact: As has been shown by the concluded negotiations, the suggestion by the
Australia institute™ that the cost of a prescription for ordinary Australians would
jump by 430% to more than $122 as a result of free trade negotiations lacked any
basis in fact.

Their research shows a complete lack of understanding of who decides how
much the Australian public EaYS for medicines. Their claims were refuted prior to
the release of the FTA text"'®" and again since.”'®

1 Australia Institute, www.tai.org.au Canberra 2004

I* Mr Steve Deady Chief Negotiator 23 May 2003

'® The Hon. Tony Abbott Sunday Sunrise 2 November 2003
'7 The Hon Mark Vaile ABC News 27 November 2004

'¥ The Hon. Tony Abbott ABC Radio 10 February 2004

¥ The Hon. Mark Vaile The Advertiser 12 February 2004

April 2004 20




Medicines Australia Submission

The Government cannot realise a $1 increase in patient's contribution to
medicines because of a block in the Senate, let alone the $120 price tag that is
the fantasy of the Australian Institute.

No trade deal can dictate how much the Australian Government spends on
medicines or how much medicines cost the Australian consumer.

The only change the FTA could mean for consumers is greater and timelier
access to some of the worlds leading medicines that will save lives, treat and
cure disease and reduce spending in more expensive and more invasive
treatments involving surgery, hospitalisation and increased aged care.

Governments, the Parliament and the community decide how much is ultimately
spent on healthcare — that has nothing to do with an FTA.

Successful implementation of the Free Trade Agreement will build the medicines
industry into Australia's largest export business, create more jobs, keep young
talented scientists in Australia and double the output of Australian research.

Myth 5: With drug company backing, the US wants to extend the patent life
of drugs in Australia as a condition for the free trade deal. An extended
patent life for drugs would ensure low-cost competitors could not edge into
a market share by selling "generic (cheaper) drugs”.

Fact: There is no basis for this claim. Even the Australian Government's
explanation of this confirms this. As the DFAT website notes, ‘the Agreement
reinforces Australia’s existing framework for intellectual property protection of
pharmaceuticals.”

According to DFAT, ‘the Therapeutic Goods Administration ( TGA) marketing
approval process will ensure that a generic manufacturer is not able to enter the
market with a generic version of a medicine before a patent covering that product
has expired.” To do otherwise would be to flout the patent protection.

Myth 6: the FTA provisions will lead to the delayed entry of generic
medicines, which could substantially increase the running costs of the PBS
Fact: The provisions relating to the approval of generic drugs reinforce existing
patent law. New provisions require measures in the marketing approval process
to prevent a person from entering the market with a generic version of a patented
medicine before a patent has expired; and notification to patent owners in certain
circumstances. These provisions merely clarify that a generic medicine cannot be
marketed while a patent is on foot — this is the existing law with an element of
greater transparency. it is unclear why critics are claiming that a notification
procedure would delay the entry of generic medicines. Notification provisions on
their own do not delay or impede the capacity of generic manufacturers to
prepare for generic production. The rules for this are set out in the Intellectual
Property laws, and these rules are unchanged by the FTA.
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Mvyth 7: the FTA will curtail the supply of cheap and effective generic
medicines fthe deal on intellectual property will mean many drugs will stay
expensive for longer

Fact: Generic medicines only exist because of innovative medicines. Generic
medicines are copies of innovative medicines and become available once the
patents on innovative medicines expire. There are no changes to pharmaceutical
patent terms in the FTA. The only provisions relating to generic medicines are
around measures to reinforce the existing iaw, the need for notification (see Myth
6) and the continued entitlement for generic manufacturers to export for
marketing approval purposes during the extended patent period.

Myth 8: Efforts to improve the openness of PBS processes have been
constrained by industry concerns about protecting proprietary information.
Fact: Transparency is a mechanism to enhance the openness and accountability
of PBAC decision-making processes in order to improve the quality and
consistency of PBAC decision-making, thereby benefiting all those who rely on
the PBS process for access to innovative medicines.

Industry worked collaboratively with Government to enable the PBAC to publish
its negative recommendations — without this collaboration, Government would
have been unable to proceed. Industry's concern over the protection of their
intellectual property is quite legitimate. The same concerns for protecting
commercial in confidence information are held by universities and biotech
companies as they develop and commercialise an innovation.

Myth 9: the FTA will lead to the dismantling of the PBS

Fact: There is nothing in the FTA which would lead to the dismantiing of the
PBS. The fundamental principles that underpin the PBS remain The Agreement
does not impair Australia’s ability to deliver fundamental policy objectives in
heaithcare and does not change the fundamental architecture of the PBS.

The Government has agreed to greater transparency in the listing process, and
this is a good outcome for all. It has also agreed to greater ongoing engagement
with the industry to ensure they have more certainty around their investment in
Australia. These are both issues that have been previously identified in
Government reports such as the 1996 Industry Commission Inquiry.
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APPENDIX B

MEDIA COMMENT ON ACCESS TO INNOVATIVE MEDICINES
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- Subsidy row

on cancer

fight drug

¥ By Dawn Glbson

THE Federal Government is
sitting on a recommendation to
extend subsidies for a
revolutionary new cancer drug
despite the Leukaemia
Foundation claiming it could
mean the difference between life
and death.

MabThera is used with chemo-
therapy to treat ‘pcople with an
aggressive form of non-Hodgkin's
iymphoma, the sixth most common
orm of cancer in Aunstralia.

Patients who have relapsed or not
responded to other treatments can
get the drug at & subsidised rate
through the Pharmaceutical Benefits
Scheme, but other patients have to
pay the unsubsidised cost of $24,000
for a one-off course of treatment.

Leukaemia Foundation chief
executive Michael Lynch said
MabThera could be of benefit to
an 1000 new patients a year.

raat-

group i Her ‘coutitries-dround

According to the Leunkaemia
Foundation, the treatment was
recommended for listing on the PRS
in September 2002 but has since
dropped down the Government's
priority list.

A spokeswoman for Federal
Health Minisier Kay Patterson said
the drug had been put on the PBS
for some patients. The pharmaceuti-
cal benefits advisory committec
recently recommended that the PBS
subsidy be extended to include pre-
viously untreated patients aged 60
and over who suffered a specific
type of non-Hedgkin’s lymphoma.

The spokeswoman said the
recommendation was an important
step in the process but Federal Cab-
inet still had the final say on
whether to approve the extenston.

According to the drug's manufac-
turer, Roche, a large clinical trial
had shown that adding MabThera to
chemotherapy significantly reduced
the risk of death by 36 per ¢ent. The
overall survival rate at two years
was 70 per cent.

Non-Hodgkin’s lymphoma is can-
cer of the lymph cells that have bheen
made in the bone marrow but have
travelled through the blood to other
areas in the body, usually the lymph
glands. Aggressive lym‘phomas, if
left untreated, can be fatal within
one 10 two years,

eottte?



Cancer patients denied life-saving drug

Julie Robotham
‘Medical Writer

.Doctorsamfudnusdxaiadr;xsm
treat a rare and otherwise
incurable form of stomach can-

Professor
JOHN
ZALCBERG

care but they need to look patients t
in the eye and tell them, ‘We can't

. afford this' . .. the clinical com-

omnity has lost confidence in the
Benefits Advis-
Committed to be shle to pro-

ide drugs [fke this.”
Professor Zalcberg contrasted
;]he i thii:'ec impasse :lrlth
erceptin, an expensive drug
that can give extra months of life

mbreutcnnwtpadenmhxthe
terminal the disease. &

~ was given funding aftera
campaign by patient groups.
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a consumer advocacy group

" at the time of an election to
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ress this issue™. :
Professor Sansom said the stick-
ing point was how to decide
the drug was working well

encugh in an indf patient for
them to contimue taking it

Doctors say it is difficult to
chack the size of GIST cancers
deep inside the body without
using positron emission tom-
ographty (PET) scanning - a tech-
nology that is not widely
available, As well, many doctors
believe should be al-
lowed continued Glivec even if
their tumour does not shrink but

Eaan the chairman of
the } Oncology Group of
Australia_ said Glivec had “a rela-
tively low toxicity but an effec-
tiveness we haven’t seen before.
Half of patients — st least - benefit
from "

Forup to half of about 200 new
GIST patients diagnosed each
year in Australia, surgery was the
mast iate first therapy, Dr

gaid. But if the disease
was aiready too advanced or re-
cnnadafteranopem_ﬁon,divec

rently using Glivec for GIST,
either as part of a medical tria] or
> z:gamsad!byﬂudrug
program 's
manufacturer, Novartis,
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Drug move
uins boy’s
dreamofa

normal life

By SUE DUNLEVY

IN SIX months 11-year-old Mathew
Johnstone could be back in a wheel-
chair, unable to feed himself or roll
over in bed when the charity funding
for his arthritis drug runs out.

'This week Cabinet delayed subsidis-
ing the $18,000-a-year drug Enbrel that
has allowed Mathew and 181 other
severe rheumateid arthriils patients
to walk and lead a normal life,

Another 4000 crippled Australians

2stimated to benefit from the drug,

sh, if subsidised, would cost fax-
payers between $72 and $140 million
& year.

Mathew has been using Enbrel after
That’s Life magazine donated money
o pay for a year’s supply of the drug.

But his dector Jeffrey Chalitow said
yesterday the funding would run out
in six months.

Mathew's mother Kate said the
delay in subsidising the drug was
“totally devastating” as th_e.::e Was 10

.

way her famiy coula ariora tne $is,o0u
a yeatr Ineeded to pay for it.

She Is angry the Government could
find money for waging war on Irag but
not for a medicine that has removed
her son’s paln and made him stop
wanting to kill himself,

“T would like them [Cabinet] to have
seen Mathew when he was critically
1, she told The Daily Telegraph.

Mathew, who is school captain and
starts high school next year, was in &
wheeichalr two years ago, unable to
roll over int bed or feed himself. He said
he doesn’t want to have to go back to
“feeling sore and lying in bed™.

Arthritis Research ‘Trust chief
executive Bridget Kirkhan sald er-
thritis sufferers were being “held to
ransom” in a political game.

Last November, the Government's
Pharmaceutical Benefits Advisory
Committee recommended the Federal
Government subsidise Enbrel. )

But Federal Cabinet waited six

e M Tt g \;mifji‘l"‘“"‘
—_ - A

L T e

months befaore considering . ‘I'nis
week 1t deiayed a decision on whether
to fund it under the Pharmaceutical
Benefits Scheme 10 seek “more advice
from clinical experts™.

A spokesman for Health Minister
Senator Xay Patterson was unable
vesterday to say which experts would
be consulted or what information was
being sought by Cabinet.

Enbrel is injected twice & week, is
used only in severe cases of rheuma-
told arthritis after other treatments
have falled and it can compromise the
immune system.

Mathew’'s mother said he would
need a teacher’s alde, which costs
$12,000 a year, if he goes off the drug
and his arthritis flares up.

Do you or yoir family use or need to
use Enbrel? Let us know
» dallytelegraph.com.au

Valuable and expensive tool in treating arthritis

10to 20 per cent of the 1000 children with

one of the side effscts being that patients
severe arthritis would benefit from

D Enbrel is used in severe casas of
can become very sick if exposed to some

rheumnatoid arthritis where the patient

does not respond to other therapies infections taxpayers subsidising it
0 ftworks by attaching to and switching 0 1t is administered by an injectionunder 0 The Cabinet proposal puts very strict
off some of the body’s naturally produced  the skin twice a wesk - conditions on Enbrel. Only around 200

specialists will be able to prescribe it,
patients have to meet very defined criteria
— and other drugs must have failed

proteins that cause inflammation in joints
{1 The drug changes the immune system,

O it doesn’t work in all patients and
paediatrician Dr Jeffray Chaitow said only



Suffering the pain of

paying for a miracle

Waiting for public
subsidy of the miracle
arthritis drug Enbrel
could prove painful,
ANNA PATTY reports

T took 10 years to developand

has relieved millions of

people across the world of
debiltating pain.

qut the task of creating Enbrel

3 not an easy one.
americans Craig Smith,
Raymond Goodwin and Patricia
Beckmann of Immunex Corp were
‘faced with the problem of how to
copy the human protein that plays
& role in regulating immune func-

tion and inflammation. ‘

In some people, too much of a
certain protein called tumour
necrosis factor is produced in
-joints causing inflammation and
gwelling that 15 & major symptom
of rheumatoid arthritis.

Enbrel mimies the structure in
the immune system that naturally
acts as a sponge to mop uUp excess
protein and reduce infiammation.

The revolutionary drug is
known as 8 ‘TNF blocker because
it neutralises the chemical, help-
ing reduce psin, swelling and
damage in the joints.

The drug is administered by
injection under the skin twice a
week, similar o insulin. :

Its inventors were awarded the

allectual Property Owners

aciation 28th annnal Inventor
or the Year Award for Enbrel,
which has the scientific name of
etanercept.

Enbrel has been available
in Anustralia through Wyeth
Pharmaceuticals for aboul two
years for sufferers of rheumatoid
arthritis who have been struck
down by the condition In the
prime of their lives.

For most, there are cheap subsi-
dised medicines which relieve
their suffering and allow them to
lead reasonably normal lives.

For others there 1s only Enbrel,
which costs $18,000 a year per
patient.

Young mothers and children
are the typical victims of the
excruciating pain and disabllity
rheumatoid arthritis brings.

Unlike osteoarthritis, which de-

velops in old age a5 a result of
bone-joint wear and tear, rheu-
matoid arthritis afflicts all ages.
It is an auto-immune disease
where the body attacks its own
tissue, causing
swelling and joint pain.

atierits
he cos

required Enbrel —
was prohibitive.

Last year Enbrel was recom-
mended for inclusion on the
Pharmaceutical Benefits
Scheme. If approved it would
have brought the price down to
$23.10 per script, or $3.70 for con-
cession card holders.

The Federal Government this
week delayed listing the drug on
the PBS. It would cost taxpayers
$70 million to $140 million a year to
Hst and the Government said it
wanted further advice on whether
it should agree to a subsidy.

While the Government has not
been specific about what advice it
has received, Professor Lloyd
Sansom. chalr of the Pharma-
ceutical Advisory Committee
which recommended jts listing,
suspects cost may be the over-
riding issue.

“you don't find that amount of
money under the floor,” he said.

“1 suppose, to Cabinet, $140 mil-
lion is a very large sum of money
and It wants sotne points clarified.

“People shouidn’t cenfuse ouor
recommendation as guarantee-
ing government approval.”

Dr Sansom said his commitiee
had investigated the cost bensefits
of the drug for 12 months.

“It’s a cost-effective drug in a
severely disabling condition,” he
sald, “It’s part of the new gener-
ation of biotechnology drugs
which stops the action of the
ifactor which_‘destroys the tissue
I |

(
ut t

dé rict protocols on the ad-
ministration of Enbrel would en-
sure against a blowout in funding.

“Enbrel would not he necessary
for everyone because up to B0 per
cent of people will respond to
cheaper therapies currently on
the market.” she said.

“We are only looking at 5 per
cent of cases — the really hard

inflamnmadtion, &

cases — people who've failed Lo
respond to standard therapy or
who have h de effecis.

toid arthritis damages

joints over a prolonged period

and Enbrel could help prevent
disability. However, it was not
effective in all people.

“T know of one patient who has
managed to keep a job because
they are taking Enbrel. Their
income from the job pays for the
therapy,” Dr Marabanli said.

Arthritis Foundation NSW
executive officer Philip Hopkin
sald he was puzzied by the Gov-
ernment’s delay.

“We believe these are very im-
portant drugs,” he said.

“They can prevent rheumatoid
arthritis from destroying joinis
and they should be available
through rhenmatologists.

“We are very disappointed the
Federal Government has put off
the decision.”

Nadine Garland, 34, said she had
been counting on Enbrel because
other therapies had damaged her
liver.

“This was my next big hope
because I failed ¢n other drugs,”
she said.

Mg Garland worked as a nurse
before rheumatoid arthritis
forced her to stop.

She iz now working part-time
for a medical call centre.

“The disease is painful and I
have limited mobility. I couldn’t
continue nursing because I
couldn’t Hft.

“! was hoping Enbrel might
reduce the pain and swelling in
my joints, increase my mobility
and possibly get me back into full
time work.

“] would like the people making
these decisions to go a day with
arthritis. It's hard to put a value
on paln and limited mobility.

“That’s where being human
comes in. [t can't all be about
money, surely.”

Dty Teeurnoh M/



Mum’s last-gasp plea to federal MPs

By JEN KELLY,
medical reporter

A YOUNG Victorian moth-
er fears she will be dead
within months unless the
Federal Government pays
for a $40,000-a-month drug
she needs to survive.

Tina Powney, 29, is in the last
stage of an extremely rare lung
disease and is afrald she will
never see her children grow up.

In a desperate 11th-hour plea
through the Herald Sunm, the
mother of four has called on
federal politicians to find it in
their hearts to fund the drug.

Ms Powney, from Kerang in
the state’s norih, suffers from
primary pulmonary hyperten-
sion and belleves the drug,
Prostacycline, is her last hope.

She breathes oxygen from a
machine through tubes in her
nose 24 hours g day and takes
22 pills a day to siay alive.

Her few outings include rare
visits to her church on some
Sundays, carting an oxygen
tank. Friends and family help
care for the children because
she is unable to even dress
herself without gasping for air.

Her hushand, Scott Justin, is
unable to work more than cas-

ual shifts because he must care
for her and the children.

_Ms Powney learnt this week

she mignt have only months 1o
live after battling the disease
for 2' years.

Her doctor, Alfred Hospital
respiratory specialist Associate
Professor Trevor Willlams. said
the drug was her best hope.

“From the availuble scien-
tific information, Prostacy-
cline is the most effective
avatlable drug,” he said.

But he said the hospital
eould not cover the cost of
almost $500,000 a year.’

Professor Willams said Ms
Powney was one of about 250
Australians who would benefit
if the drug was subsjdised. .

Ms Powney is furicus the
Federal Government won't pay.

“They shouldn't have the
choice whether people live or
die,” she said.

*Trevor would love to give me
the put the hospital just
doesn't have the money. -

“T want the politicians tb look
in their hearts and reatise this
eould happen to a member of
their family or a friend.

sYou loak at your little kids,
and you don’t know whether
it's going to be your last
Christmas, and you don't want
to say goodbye.”

. Ms Powney is ineligible for a
lung transplant because she is
14kg overweight. Other drugs
have failed to greatly improve
her condition.

_ She believes if she received

Let me see my
kids grow up

Prostacyciine and her condl-
tion stabilised, she could exer-
eise and lose weight to hecome
eligible for a transplant.

Some patients taking the
drug improve so much they no
longer need a lung transplant.

If she dies, Mr Justin will be
left to care for James, 12,
Sharnsh, 10, Kierra, 4 and
Tyron, 2, on his own,

Drugs can only be subsidised
it drug makers apply to the
Federal Government.

Professor Williams said it was
well mown that such high-
priced drugs did not win subsi-
dies 50 it was unlikely the drug’s
maker, (laxoSmithKline, had
applied. The firm could not
confirm this yesterday.

“This drug is like liquid gold,”
Mz Powney said.

“1 have g friend in Canada
who has been on this drug for 10
months and she’s doing won-
derfully, and she’s about to go
back to work part-{ime.”

Ms Powney’s eldest son,
James, suffers from oce-
phaius, or fluid on the brain. He
spent most of his first five yearsg
at the Royal Children’s Hospital
and has endured 22 operations,

“1 worry about the kids, and
how James will cope in life
without me,” Ms Powney sald.

“The only dream I have is to
see my children grow up. My
kids deserve to have a mum.”
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Arthritis cure a victim of cost cutting

The arthritis ‘wonder drug’
Enbrel is too expensive for
the government to put it on
the PBS list just now, writes
Morgan Mellish.

harmaceutical manufacturer
Wyeth began trying to geta
' government subsidy for its
arthritis ““wonder drug”” almost five
years apo.

On Tuesday, it was bitterly
disappointed when the federal
cabinet deferred making a decision,
citing concerns about its cost.

The delay, which could mean that
arthritis sufferers won't get Enbrel
for many months, highlights the
Howard government's battle to rein
in the nation's rapidly growing
scheme for subsidising drugs.

*“We believe this drug is worthy of
consideration of funding,” says
Lloyd Sansom, who heads the
Pharmaceutical Benefits Advisory
Committee, the independent group
that recommends which medicines
should be subsidised. .

«We've looked atit for a long,
long time. We've had ongoing
consultations with the Australian
Rheumatology Association. It's been
avery good, co-operative effort.

I know the Health Minister Kay
Patterson would think exactly the
same thing, but when you geta
predicted bill of about $140 million,
there is some fiscal uncertainty
because we don 't know what the pool
of people is who will use the drug.”

The pharmaceutical benefits
scheme is one of the fastest growing
areas of government expenditure. In
the last five vears, its cost has nearly
doubled to $4.6 billion.

To try and save money, the
government has attempted to
increase the amount that patients
pay for drugs in the scheme, but this
has been blocked in the Senate by
Labor and the minor parties.

As a result, Canberra is now
cutting costs any way it can. This

Austral ar

includes introducing strict rules on
how drugs can be prescribed and,
according to critics, lengthening the
PBS listing process by adding more
lzyers of bureancracy. )

For example, early last yearit was
decided that cabinet would have to
approve any drug which could cost
the PBS more than $10 milliona
year, Since then it has approved
most of the big-name drugs which
have come before it.

But in the past 18 months one
product, Viagra, has been knocked
back by cabinet and two others, the
diabetes drug Avandis and Enbrel,
have had their listing delayed.

“‘Companies say they
are being made to jump
through more hoops.”

*“Every nation in the wotld
rations health because nobody can
afford to buy everything,” the
Australian Consumers
Association’s health policy officer
and former PBAC member, Martyn

Goddard, says. ““But when
politicians impose their own
judgement ahead of experts
evaluating the evidence, then they
are likely to get it wrong.”’

The intervention by cabinet —
which was rare under previous
governments — has prompted claims
by drug companies that they are being
made to jump through more hoops.

Wyeth Australia’s director of
corporate affairs, Rachael David,
said the Enbrel proposal that went
before cabinet this week had strict
savings measures. Only specialists
could prescribe it, and only to about
1300 patients in the first year.

“(Given it's available in most of

Ernancial e et

18/6/0%

Hurope, it's devastating to these
people[arthritis sufferers] that we
haven't been able toreacha
conclusion,”” she says. ‘“The process
is becoming more gnd more lengthy
every year, I've no doubt that it is in
larpe part for cost controt.””

Health industry experts say the
government was burnt several years
2go by two subsidised medicines
that cost taxpayers hundreds of
millions of dollars more than
expected.

These products — the anti-
smoling drug Zyban and the
arthritis pill Celebrex — were
widely prescribed, and prompted
the latest crackdown on who is
eligibie for newly-listed drugs.

The health minister makes no
apologics for delaying Enbrel’s
Iisting, saying that the money at
stake — zbout $140 million in the
first year - was too big for the
decision to be rushed.

¢:Clearly it is important that
decisions of this nature are carefully
considered,”” Patterson says.
**Sitting back and doing nothing to
tackle the growth [in the PBS}is not
an option.”” Without a subsidy,
Enbrel costs $18,000 a year per
patient. If it was on the PBS,
patients would pay $23 a script, and
concession cardholders $3.70.

Sansom says the government’s
caution is understandable, given its
experience with Zyban and Celebrex.

**The PBAC has been asked to try
and improve the predictions about
uptake and total cost,” he says.
*The government wants us to try
and put into place those things
which will actually prevent and
minimise the risk of use outside the
approved indications."



Krystle’s pain over delay

Drug listing means -

relief from suffering

By SUE DUNLEVY

KRYSTLE Brown is just 13,
crippled with arthritis and
can't walk or dress herself, but
had to stop taking a drug that
helped her because she
couldn't afford it. .

Krystle's mother Marllyn yes-
terday pleaded with the Govern-
ment to list the drug, reducing
tts cost from $18,000 8 year {0 as
little as $3.70 a week for welfare
recipients, or $23.10 a seript.

Federal Cabinet this week de-
layed listing the drug on the
Pharmaceutical Benefits Scheme,
at a cost to taxpayers of between
£70 million and $140 million a year.

Krystle is one of 181 people
currently taking the drug Enbrel,
but arthritis groups say up to
4000 Australians can benefit.

The Daily Telegraph reported
yeaterday that Mathew John-
ston, 11, could be forced back
into & wheelchair when charity
funding for his Enbrel treat-
ment riuns out in 51X months.

A donor came forward yes-
terday offering to pay for a
further six months of treatment.

‘The Dally Telegraph was yes-
terday contacted by many famil-
jes whose children and aduit
relatives desperately need the
medication but can’t afford if.

Krystle has had rheumatoid
arthritis since she was 15-months-
old and the disease has affected
her joints so badly she can only
walk in a hydrotherapy pool.

She needs to have both hips
replaced and until she began
taking Enbrel wasin severe pain.

“She has a wheelchsair, and
splints for her legs and arms,
which help put her joints at a
comfortable range,” her mother
Marilyn said yesterday.

. A friend pushes Krystle's
wheelchair for her at school and
her mother had to give up work
to care for her full-time.

Krystle tried the drug as part
of & cliniecal trial, but when the
trial ended, her family could not
afford ta pay for it

Six months after siopping the
drug, the Westmead Children’s
Hospital found the funds to pay
for her treatment, but that fund-
ing is not guaranteed indefinitely.

Since Krystle began -taking
Enbrel she s not waking up in
pain, she has more freedom of
movement and her blood tests
have improved.

The Government's expert ad-
visory committee on the PBS
recommended that Enbrel be
subsidised last November, but
Cabinet wants mare information.

The Government does not
want a repeat of the experience
when arthritis drug Celebrex
was listed and was widely pre-
scribed, costing it hundreds of
millions more than expected.

A spokesman for Health Minis-
ter Senator Kay Patterson said
approval for the drug was “in no
way being held up by the Govern-
ment" and wouid be going before
Oabinet again “very soon”.

Sufferers’ pleas

¢! have a sister who suffers from
psonasis plus a form of arthritis. | have
seenherunable to getoutof bed or

: i
.
‘e fe i il

T
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unable to walk becausa of the pain.
Still, she manages to go to work and
pay taxes even though most days she
is inso much pain, The Federal
Govemment hasn’t seen the pain
people with these conditions go
through.
My sister pays out about half of hex
wages on freaiment that is In effect
useless. She is an outpatient, putting
more strain on an aiready strained
health systerm.
| beliave the cost spent on putting this
drug onthe PBSis far iess then the
cost to the government.?

—Jason Weston
&My ex-husband has extremely severe
RA which is not responding to the drugs
available to him. He is offen in severe
pain and suffers from debilitating side
effects afthe drugs he takes.
Enbrel offers some hope for the future
for him.
The cost of his ongoing medication,
operations ancd his inability to rejoin the
worldorce woutd seem to be much
greater than the $18,000 it would cost
1o supply him with a drug that would
make an enormous difference to his
health and economic situation. ?

— Sue Blundell

| am 25-years-old and suffer from
psoriatic arthritis. | have been on
methotrexata for the past year and
reached a maximum dosage of 25mg
perweek, this has since dropped due
ta side affects suffered. Unforiunately it
is one of my iast options as many of the
other medicines make you sterile.
I believe that the government really
heeds to reconsider its position. ¥

-— Niki-Jean Weston
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Put us out of our misery: woman's plea for arthritis medicine

Marian Vickery's arts marketing
career spanned Australia‘s
cultural icons, including the
Museum of Contemporary Art
and Opera Australia.

That was until rheumatoid
arthritis took over her life. Now
a disability pensioner, she fights
off pain and immobllity to turn
her rnarketing skifts to cam-
paigning for a new drug.

It has taken Ms Vickery and
others, including the manufac-
turer, Wyeth, five years to con-
vince Australian officials that the
$18,000-a-year cost s worth-
while. The drug, Enbrel, widely
used in North America and
Europe, is expected to get finat
Government approval for
subsidies soon, but will be sub-
ject to unprecedented controls.

The Pharmaceutical Benefits
Advisory Committee has recom-
mended that the drug only be
prescribed when a patient's
rheumatologist meets a long fist
of conditions.

The chief executive of the Ar-
thritis Research TaskForce,
Bridget Kirkham, said the
prescribing controls are the
most detailed handed down by
the committee and are likely to
be followed in future for other
high-cost drugs.

Rheumatoid arthritis hit Ms
Vitkery in her 30s, Normal life
for her is now a memory. The
joints in her fingers are under
assauit from constant inflam-
mation and bone erosion. and
domestic chores have become
extreme challenges.

“The pain becomes back-
ground noise, " says Ms
Vickery, who has been hospital-
Ised four times and had two op-
erations to halt further damage
to her hands,

She understands the aim to
ensure there is no huge increase
in costs. “But if Enbrel worked
for me, it would reduce all those
hospital and doctors’ bilis, and |
could go back to work at least
part time and pay taxes,

"While they are deliberating on
criteria, 'm getting more frail
and unweli. . . which makes it a
more distant prospect to im-
agine | can become well enough
to go back to work or function
independentty.”

Mark Metherell

Constant pais, . . Marias Vickery, whose hands are crippled by artheitis, is compalonieg for a sew sed polentially Hfe-chanying druy for peopie with the disease. Pholo Tamara pear



Anger at rejection
of leukemia drug

By Medical Writar
BARRY HAILSTONE

DOCTORS are angry that a drugto
treat a rare and otherwise incurable
form of caneer has been rejected for
a third time for listing on the
taxpayer-funded Pharmaceutical
Benefits Scheme,

The drug known as Glivec is ap-
proved for treating leukemia-type
cancers but not gastrointestinal
stromal tumours (GIST), & form of
stomach cancer which doctors say
responds dramatically to its use.

A cancer specialist at Melbourne's
Peter MacCallum Institute, Professor
John Zaleberg, said 75 per cent of
Australian GI1ST patients on Glivecin
a trial were alive and well 18 months
after starting a course.

“without it half would die within
one year,” he said.

Prof Zaleberg and other specialists
of the Australian and New Zealand
Ciastro-Intestinal Cancer Institute

met, in Adelaide last night to report
on GIST and Glivec treatment to
cancer patients, doctors and groups.

The drug costs $50,000 a year to
treat one patient.

Prof Zaleberg said up to 100 new
patients a year would benefit if the
drug were approved for PES listing
by the “cost sensitive” Pharmaceut-
ical Benefits Advisory Commitice.

“There is no other knovn treatment
and we are distressed, angry and
confused why It has been rejected for
the third time.” Prol Zalcberg said.

“The clinical and caneer communi-
ties have lost confidence in the abllity
of the advisory committee to address
the needs of cancer patients.”

Committee chairman Professor
Lioyd Sansom gaid the committee
was trying to find Glivec's proper
place {n cancer therapy.

The committee had first to identify
patients who would respond rather
than maintain on very expensive
drigs those who would not respond.
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Drug still

not listed

By VANESSA McCAUSLAND
OUEAN,

insulin-dependent diabetics, as they
see France, Sweden, Spain and Asia
join the US, the UK and Germany in
introducing the drug.

Meligsa McGarrity, 12, from Hardys
Bay began to treat her type one
diahetes with insulin Glargine, or
Lantus, just three months ago.

The positive effecis were immedi-
ate for someone who has been dealing
with diabetes since she was a baby.

“I've had dlabetes since 1 was 13
months old. But this new drug has
changed my life. I can basically be a
normal kid again. With this I can just
have the one needle a day, instead of
five. It keeps my biood sugar levels at
a normal person's level,” she said.

A spokeswoman for Lantus said the
drug was different to other insulin
because it didn't have the variability
of other insulin in regulating blood
sugar levels and had long-term health
venefits in terms of kidney, heart and
eye problems.

Melissa is now able to exercise and
attend school camps — activities her
mother, Christina Simpson, was hesi-
tant about before her daughter began
taking the drug.

“She has just started jazz, which
she is very excited about,” Mrs Simp-
‘\\ N
oot

—

Toll of the illness

M Diabstes is a condition where
there is too much sugar (glucose} in
tha blodd because the body is not
able to produce enough insulin

n Typeione diabetes usually onsets
during ghildhood and requires insulin
dependence

| Typd: two diabetes is more
comman and usually occurs in adults
aged oyer 45

50N . Melissa is also excited about
the edom she has gained since
beginning Lantus.

“Bechuse it delivers in & steady
stream! instead of peaking and trough-
ing likd conventional insulin does, 1 can
eatl fi more normally and not worry
about going for a run,” Melissa said.

But .that freedom has come at &
cost. The family has to fork out $500
every three months.

This includes $200 for postage and
handling and between $50 and $100 in
customs duty.

The'drug is made in Germany and
only avallable over the internet.

The Lantus spokeswoman said the
company had spent the past
18 months pushing for the drug to be
listed on the PBS.

“But the Federal Government has
deferted our application twice.”
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Children failed by
asthma bickering

By SUE DUNLEAVY

&

ubsidies for the break-
through asthma tabiet are be-
ing held up by & tough Federal
Government approach to con-
trolling the cost of its medicine
subsidy scheme.

The drug, Singulaire, is ex-
pected to help around 20000
Australian children who have
frequent episodic and mild per-
sistent ssthmae.

It replaces the curreni treat-
ment, in which sufferers use a
puffer to administer medicine,
with a tablet thut ensures &

defined dose is delivered.
1t was approved In January for
listing on the nation's Pharma-

cettical Denefits Scheme (PBS)}
but & dispute over how much the
Federal Government is
to pay is delaying its lating.
Drug company Merck Sharp
and Dohme believed it had
reached a draft agreement with
the Pedera! Health Depart-
ment on the price of the drug at

is now insisting on a price

_ volume agreement to prevent

biowout In the cost to the
PES similar to that caused by
the listing of the new srthritis
drug, Celebrex.

The Federal GCGovernment

.also introduced & rule in the

May Budget requiring all drugs
costing more than $10 million &
year to get approval from Fed-
eral Cabinet.

Heslth Minister Kay Patter-
son yesterday said it was nol
true a price agreement was
reached in February.

Senator Patterson's spokes-
man denled the Government
was delaying the lsting to save
money, arguing it simply
wanted {0 get the best value-
for-money deal for taxpayers

‘The drug commpany s under-
stood to be keen to avoid & price
valume agresment, which means
it would have to repay the Gov-
ernment if the drug cosi more
than its agreed hudget each year.

The Government is concerned
about the ballooning cost of the
$4.2 billion PBS and in the May
Budget attempted to save §19
billion by raizsing the patieni
cherge for drugs by $6.20.

suggested this might make it
harder for the Government to
list new medicines.

Singulaire is one of 8 number
of medicines approved for llat-
ing that have been held up by
dizputes over the price the Gov-
ernment iz prepared to pay.

Others include two drugs to
treat type 2 disbetes, Avandia
and Actos, and a drug to treat
chronic obstructive pulmonary
disorder, Spiriva.

Senator Pattersan denied
thare was any ink between the
delsy in approving Singulaire
and the faliure of the Budgst
messire to pass the Senate.

The drugs wonld be listed as
soon &S an sgreement on price
was reached, the Senators
spokesman said.

The listing on August 1 of five
new drugs that ireat schiro-
phrenia, stomach uicers, hyper-
tension, glaucoma and hepatlitis
¢ was proof the Government
was not delaying subsidising
drugs to save money, he said.

“The Government is not going
to cave into pressure from drug
companies,” she said.

“Drugs won't be put on {the

the end of Pebruary., This measure was rejected by  PBB8)] withont the best possible
But the Finence Department  the Senate and senlor ministers  desl for texpayers.”
Pharmaceutical benefits scheme
NEW LISTED SINCE LIGS AP DB
AUGUST 1 AWAITING LISTING
0 Solian: treats
Q Singulaire: treats
schizophrenia childhood asthma
21 Nexium: treats stomach
uicers - ] Aran?;ai)e and Actos: treat
2 diabet
) Bicor: treats hypertension type o8
O Travatan: treats coma - Spirva:treats chronic
plau i obstructive pulmaonary
Q Pegintron: freats Hepatitis C  gisaase
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Flawed pharmmaceutical system poses a health risk
The PRS can’t be perdect if paﬁem; are danied access to valuable new drugs, szysJohn Ialcberg

ONVENTIONAL wisdom has it

ihat Austrelia’s Pharmaecutieal

Benefts Scheme is the world's

pest governmeni Syslem for
subgidising medicines. How many {imes
have we heard that jn the debalie over
the pending Australia-Us free (rade
agreement?

But AXhough we have every reason e
be proud of our heaith sysiem. we shiould
noi be afraid of constructive criticism
that could leagd to s improvement.
especially In relasion to aecess 10 medi-
cations. Far from being near perfect. the
PBE prevents much needed reform and
paffles NUMETOUS medical sperialists in
virtuslly every disciptine

Many ke me, arc frus
trated by unexplained delays Lhat seem
to be hased of non-lransparent. econ-
grmic ot buresucratie Processes dictating
the PBS decisionnaking process. So
much for higher pricrity being given to
hpalth) OULROImOS.

This often prevents speciatists from
peing able Lo treat patients with lfe
saving or Hie-prolonging medicallohs in
@ limely manper. It can take many
monihs, and sometimes even Xears. tor
new-generalion medicines Lo make their
way through the sysiem. and jn this area
we arc af Tisk of increasingly falling
behing other developed countries.

Rot heard 0f such delnys before? The
media i3 rarely aware of the extent of the
problem  because of the confidential
nature of the process by which medirines
are subsitized. Often X takes a Serious
sHness to alert »ou Lo the fact thal there is
2 bewer Lrealmment avallable. which wou
may or MDAy not be able 1o access,

As cancer speoialiscs my collesgues
snd ] are conironted by &ituations whetre
cancer patente have difficulty accessing
new-generation therspies il we
nelieve wotid be 16 the patent’s advan-
lage. This restricteo AGERSS W new medi-
cations that hold so much promise is the
pasertop Of QU cONCerns about the PRss
abisty Lo cope with (e new generation
of drugs. The guestian is: do patients
want doctors o fotus on the lalest
sdvRnees in (reelment, o 1o ascept the
Anareipi consiraints thal prevent the
exisiing system from providing new
medicnes to lthe public?

Lat e offer sume examples. Floxatin
and Cammplosar are ameng the impore
ant new drugs in the titial treaunent of
afvaneed cotun tancer. Yol they are still
not PBS isted. althouph thes nave peen
availpbie for years in many other West

72\2__, A‘“L)’{J ;bf""c:x.,.j; C‘hl"‘i

ern countries

The PBE system, which was estab-
lished to ensure eosi-eifective medicines
are readily svailabie 1o Lreak patients in
nead,appem'sincmxingty t0 be used to
ration healtheare Imatini is a new drug
1hat targets & specific growih factor
receptor in the rare gastrointestinal
gtroms] Tumour. This drug, which sig-
nificantly prolongs life for vietims of this
disense, for which no other chemo-
therapy s effective, was rejected twice
and deterred once DY the Pharmaceut-
el Benefits Advisory Commitiee, which
recommends therapies for PREUInE I
wag approved only after 30,000 signa-
tures were delivered 1o the consumer
representative on the PBAC.

ERCEPTIN -- arguably the most

elfective drug developed  for

sdvanced breast cancer i the past
decade — Was rejected Lhiree times by the
PRAC. Ulumately, it Was ghly madec
avaliable outside the PES aiter the then
bealth min¥rer Michael Wonldridge
respontied Lo legitimale concerns from
physicians and consurmner groups. Before
this, less than 10 per cent of women who
could have benefted from this import-
ant new drug had received it.

18 this really the perfect sysvem? Given
that about one-thim of the community
will develop canger aL some point during
their lives, are palienls prepared to let
(his rafioning behind closed doots con-
unue A5 health economists debate the
value of their life?

Is the PBS such o perfect system when
cffective drugs are only approved after
confronialion Detween the PBAC and
angry lobby groups or frusirated clin-
ielans? Is i such a perfect system whern
patients miss oul on new drugs ~— drugs
1hat work and are available overseas, yet
are denied t0 psticos in Austratia
because the PBAC andi the pharmpseut-
Al cOmpany can’t Agree oN 3 price?

1s cost or benefit or Velue o be the
principal detcrminant of the avaflability
of new-generanon medicines? wia
access continae o be Griven by arviirary
mensures of cost-eficcliveness that
ignore the indirect heakh benefits of
effective medicines such as & persan’s
increaspd  workplace produetivity  or
the casL of more ipvasive therapies?

It's easy 1o accust Lhe federal Govern-
ment or the PBAC of mtentionalty
delaving the introduction of new medi-
cines 1o lim® ecosts. But how cab the
cormmunity deal with 1he increasing

1siifo®

eosts of pew therapies? Bhor of redu
ing exprnditure on whalesaling or phar
mary twhich adds up Lo plrmost pnethird
of the 345 biion PDS budgew. ihe
avaliabie pool of funds nesds to be
incrersed — whether it's through higher
CO-PRYIMENtS or laxution — o pay for the
drugs of Liye futare,

The PBAC and the Government should
mik with madicul professionals and indus
try hottes Bs wellas consumers. We need to

focus on [he significant benefits that
medicines provide, And we peed to jook at
improving the PBB. with ot without a free
wade agrecinery, wikh the UE Too many
tves depend on i

Prolessor John Zalcbe g, a Metbourme
cancer speciatist, has been.an adviserlo |
pharmaceutical tompanies. These are his
personal views.
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Fed: FTA could attract $1 bin of research to Aust: MATrade US
Drugs

CANBERRA, Feb 16 AAP ~ | |
A free trade deal with the United States could attract $1 billion worth of
research to Australia, Medicines Australia said today.

Ths organisation's chief executive, Kieran Schneemann,said the deal
an | '
changes to the Pharmaceutical Benefits Scheme (PBS) would act as an
incentive for American firms to invest in Australia. \ ‘
The trade deal, signed last week, commits Australia to greater
transparency

in the decision-making process when listing drugs on the PBS.

Mr Schneemann said US firms spent $40 billion per year on
pharmaceutical

research.

“fif the Australian biotech-medicines industry attracts just two per cent
o _

that research expenditure, it will be worth more than $1 billion,” he said
in a statement.

“And we will see more partnership programs between Australian
research

institutions and the pharmaceutical industry in the US and Australia, |
similar to the US-Australia partnership, that is developing a vaccine for
cervical cancer.” R

Mr Schneemann said Australia had many advantages which could help
the

country become a medical research hub, including excellent medical
industry

infrastructure, high-quality clinical research capability and innovative
biotech companies.

AAP switmalbr




rim reapers off the mark

Not even facts convince doomsayers to change course on the trade deal

ITH news ol the Ausiralin-

TS free trade pgreement, I's

{ime o revist, that vast gal-

lery whiah houses the Laft's
growing colioction of doumnsday scenarios
on free trade that proved wrong.

glart with Catholic bishop Pat Pover
who st November, withoul any detall
before him, Gonounced any form of free
trade Ak Trade Ministey
Merk Vale headed to Washmgion to
meet bis US counterpart Robert Zosltick,
the pmMWﬁLmﬂMmABﬂ
radho thut on bealth and soctal policy
anstralla¥ Independence as & nation
“yery much & going 1o be swallowed up
by big brother™.

The scare sampaipn oh hewih hed
already been ramped up with dire warn-
ings by academic Clive Hamiton from
the Australia Insticute, Last August he
predicted thai prices for drugs for
asthma, high Dblond pressuwre amd
arthritis ool rise by maore than 300 per
cent under ihe FTA Americans pay
much more Tor Lheir drugs, he sakl, and
the Howard Govesrnment would Lrnde of

" pur cheap drug prices in refurn for
Australian tartners grining acceas Lo UB
matkets.

“The devil i3 in the detadl”™ Power
warned, The Government released some
gevilish detall on Monday. Affordeble
medicines wilt be malstained under the
FTA. There are 1o price Incriuses o
preseription mediclnes. There are much*
peeded changes to make the syglem of
approving PBS drogs more trRanspArent.
As the Howard Guvernmenl made clesr
pumerons mes, shiging up the PBE was
pever op the negutiating table.

The media laps up these brothers grim
becanse emnlion is 8 bigger aelier than
enonoraic Hueracy or even Joge.

Martyn Goddard. ihe Austrafian Con-
sumner Associacion's healh policy oflicer,
1okl one newspaper last yeor that wiih-
out the PBS he would be dend, Ding-
nosed with HIV. Gaddard sakd ho could
never afford ihe resl cost ol his Hfe

saving drugs. A umall dose of logic

Janet Albrechtsen

suggests {hal PBE is slmply the vehicle
for adminisiering kfe-smving drugs The
drugs only exist becilse comparies take
sigmificant risks on innorative research
and develgpment. Thuy ure more likely Lo
du 5o now thai the approval system It
more transparani. Strange how Goddard
is hlimd to bhis pro-consomer oultoms.

The nexi exhibits nclude various pre-
dictions of cutursl death Australia
‘would suffer from o Iree Lrade agree
raent with the 08,

Last November, gt the Anstralian Film
Institute awards, & Jong line of Anstral
{an aclors, including Devid Wenham,
Toni Collette and Geofirey Rush, per-
1ormed a very boring, very public political
morris dance Lo the tune of Down With
John Howard Down Wilh Free Trade

FEW days kater, acior John How-
ard added: “We need to tell the US
that we will decide now and in the

tutnre whel stories will enme N0 QUr
country. J we woit'l probect our own
eudture, nobody else will™

No wonder Howarll Lhe sctor 18 a1rakd
of competiton: thest davs lie scems io
tradé more on mimicldng his namesike
than on his 1Alents,

Proiecting Australian culfure makes
senge, but heware film types who hide
under thi cover of eullure as decreed by
Whem whenevér they charn oul second-
rate mowies, In any ouse, those who
predicled cultural ‘rertorsm predicled
wrong. Culture has fured Just fine under
the FTA. Local content rules remain
intaet, And there i soopo o Inpase more

cnltnral Emite az new medis technologios
emerge, .

o toar of doon and glootn
5 combirte withoul hesring from the
workers’ fdend ihe umjons Jaining
Power andd Boward sl the same cosy preas
sonference was Auplralian Manufactur
ing Workers Unicn nationsl secrelary -
Dong Cameron. Wot to be outdene in the
taux Grin Reaper stakes, he warned that
the agreement “oould threaten thouzands
of jobe™ and Australia ghould not trade
awny s ability o deckts Industey policy
for Yoosd employmoent.

More devitish delall unravels that tale
of woe, More than 97 per cent of Austral-
{an exports to the DS will be free of AUty
28 spon ax the FTA in up and munning. As
the Prime Minftter said in his press
ronterence on honday, companies which,
for exaanple, produoe ties ware previously
kept oud of the US marked by hefty 26 per
cent. tariffz. Now they can. export therm
duty free, That means more Jobk, not bess,
in this and other indnsirtes. And the FTA
cements the right of both countries o
entorce fts own ahour laws.

As Ford Australin notes, the FTA will
impose competitive prossares 00 Austral-
isn ndustry, but some indusiries (film
inctuded) nould 40 with s healihy dose of
coropetition. 11 competition produvces &
more eificient industry, that is good for
empinymeni

‘The only safe johs are those in globally
competitive industriezr. Hardly rockel
sctence bub it 15 heyond those ke Oreens
Benator Bob Brown, who peddle in
dishonest gloom rather than logic. He
fritends to vote aguingt the FTA bacause
0y g disarier for Austraiia”

The FTA mey bot he perfest, There are
sensiie criticisms that can and will be
made sbout insufficient tarill reductions
in some Indusirics and undee delays in
how they are iImplemented in obhers, such
as agriculiure However, madcup claiing
that the entire agreement shoukd be
scrapped becanse the US refosed to budge
on suger quolas is jost rmoore bunkum.

Tio Attendioam

1 {2 /o




A chance
to make
PBS
better

By Brendan Grabau

OTENTIAL changes to
D ‘Australia’s Pharma-
T ceutical Benefits
_ Scheme have emerged
as a major sticking paint in thr
Australia-United ~ States Free
‘Trade Agreement.

This has sparked panicked
reactions from various piriies,

Labor - trade spokesman
Stave Conroy has called on
Prime Minister John Howard
and Trade Minister Mark Yaile
1o stand Arm and tall the US
that the PBS is ofl the negotint-
ing table.

The Greens, claiming the
finnncial viabillty of the P85 i«
under threat, senm to wam
Australin. to withdraw [from
negotintions  altegether. Even
US Democrats, seizing a politi-
cal moment. have sounded
alarm hells.

Yet the proposed changes o
Australia’s  world-rennwned
drug-subsidy mechanism will
not affect its essential charac-
ter. Indeed they eould leave the
PBS in-much betier shape.

1t seams that Australia has
alrendy fought and won the
hard fight with the US 1o
protect the pssential nature of
the PRS. The fundamenial
principles of the PBS, such as
subsidised palient access 1o
prescription  medieines. oo
payments based on patients’
ahillty 1o pay, refereney
pricing. cost-elfectiveness,
pharma-ceonomic eviluition,
and #n evidenee-based listing
process are fertain 1o remain
uniouched by an FTA,

[t appears thal recent
negotiations on ihe PBS relate

TRe Conm e TS

w the process - (he way
medicines and their respective
merits are considered and
treated in the PBS system.

T'his does not affect what the
Governmeni or Australians
spend on medicines. This is
reasonnble and can only bon-
afit  Australian pafiems.
doéiors and indusiry.

The process of listing
medicines on the PBS Is in
desperate need of improve-
ment. with or without an FTA.

The ALP senmed to agren
with this in 2003 when the
jormer (pposidon spakosman
on  healih, Stephen Smith,
wrole in Pharmary feview that
it was necessary o look at
viable sustainable measures.
He said that the listing process
necded 10 be more transparen
and 1o be more accoumable 1o
the community and the various
professions within it.

This has also been the senti-
ment of various medical
speclalists who have lamented
the delays in treating paticnts
with the best technology avail-
able while medicines get
caught up in the bureaucracy
of the PBS. Patients ion have
aiten wondered why the PBS
systemn can somelimes he
frustratingly bureauvcratic. or
make decisions that seem o be
political. rather than based on
merih.

Concerns about the fulure of
the PRS may b misplaved —
the FTA mnegotations could
welt provide the catalyst 1o
change the PHS Hsting process
fur the betler,

For instancn, a kev plement
to the negotiations is the
implementation of & PR

appeals mechanism. which
would be open to indusiry
whose medicines have failed to
achieve a PRS listing.

Doctors, patienis and indus-
try in Australia have been
cafling for this type of mechan-
ism for a long ume.

Perhaps this is something
that the Australian negotiaters
should carefully consider

The Australian Governmend
has long promised local indus-
try and patient groups such a
mechanism.

Given that the PBS spends
4.5 billion of laxpayers’
money annipdly, it is rosson-
able thui patients, dortors and
industery understand how and
why decisions nov in Hs
innpyatlive and life-saving
medications, avaflable aud
usnd ovorseas, are made.

The current lack of trans.
parency somerimes baflles
Ausiraiian  patienisfconsurner
groups. The decision to fist a
medivine on the PBS needs W
be xeen 1w be based on merit,
and nul politics.

11 & clear that with the
current FTA popgotiations,
Apsiralia lhas a real oppor-
wnity w make positive changes
w the PRS that will improve its
function and make it a more
certain process fur industry
and consumers.

Howard hus said tat o trate
dral wonld only proveed 1f i
were o Ausiralio’s best
iiernats This is cleorly e
case with the PRS.

Or Brendan Grabau is the chiel
assessor of the Pharmaceutical
Continuing Educetion Program.

Deakin Prime, Deakin University.
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Nation’s health will benefit from US drugs

An accountable PBS is good news for everyone, suggests Bryan Mercurio

UDGING from the reaction Lo the
Froe e deal with the TS, one could
be forgiven for thinking that those

~ Yunks heve acrewsd

Yeb onkrary o theae dopmasyers, I 18
Austrzlia that has Deeced the UE The
Howard Governmeni not only negotiated
the best deal @ coul have possshly
reselved from the US, bet & secured most
of whal & wanted witbool giving sy
gmundml‘mmumw&smmmmm
mdha!zﬂnimquntﬁoﬂmsunmt.am
desplte & campaign of misinformation
ploked up by some political figures
throughoul the past pear, Ausirals wus
1ot foroed to dimantle the PhaTIDRCHM,
ica) Benefityx Schooss.

pmdmmumyssmmm
anmdmtwmtmmebemmm
drn;lmuhswmth:qmmyotmnl
Ihe person taking the drugs.

For instance, et sa¥ & drug listed on
the PBE tukes two weeka io heal &
paﬂentbubthﬂdnﬁnzmetwownh
the patient remains in rain. I & Dew
m'ulmmﬂongmwmpﬂcwﬂham
possibly supphant An axisting drug onihe
ngmmmdnhoukasmweenwm
mmmmmuﬁmvmm
Improves the quality of Hfe of the patient
during ibe two wesks, that drug wi
lialy be rejecied by the PRS ax mt“

a4

Sotrn of vestriottve Sertmes on the PBS
and Lhe “one gize 58 al" approach o
drugpricing. Tn easence, if the PBS
refused thelr drugs, thoee companies
wanied to know the reasons why auch
refuzal Look piace. That s fatr enough,
The Austrulinn public should warnt o
know theb ot well

The PBS remember, 1§ & Jovernment-
run scheme that has (0 balenoe the
budget. Bl if it refuses 1. drug that conkd
help Australians on the basls of BotLs, We
ahonid be awBre of it Australinns chould
have the HEhL 3o ¥Now why certuin
dnmamrﬂmtedaﬂdhl\le the raght to
bhy for the incuson of cartaln
rejected medictnes in the scheme.

Trade Mmister Mark Valle msured us
that the PBS wifl Dot be distoaniisd ase
resull of te FTA, Barly in the nego-
Matiens, he siated: “We'rs not going o
negotiale away oxir abilily 10 moplernent

7' ;2.,1;‘_ ,‘:;"M.i’ ¥4 f’e’?ﬁ.f;

cHering say medicinal improvement
over the existing cheaper drug. = -

Such p decishon horts Austrulisns and
foyes thent Lo Mve tn painalibacause the
bureaucrals st declge which drugs &c
o tht scheme see no discerniblo
improveraent in the new drug. Thus, In
order to save & fow dolinrs, Australans
sutfar bosh phytically and econpraicafly,
88 pecpie In PRIn ars saore Hiely Lo mia
work than paln-free people.

Now, 85 & resull of pressure from US
pharmuceidical companies, we'll Inow
when such worthy drmgs are rejected
mﬂ“'ll):nowtjhenwmbdr! torned
10 needeasly sutter, Information is
power, ang this & tnformatien that we
shouks have been glven p IODE 1ime 8g0.
i The U8 Governmend never wanted Lo
‘demartie the PBB. Instead, I wanied
e process Lo more transparent
wnrongh the Temgysd of harriers in the

itfRJOE

good public policy in terms of providing
these public gervices Hke the PBS, e
eduestion and othr tervices. DI course
we're k"

Not many cppovtthon Imaders or fem-
bers of the rnedla betieved Valle then,
but ther have boen furced 1o eat thelr
words. The Government not only sale-
guarten our local coptent equirements
in the Him snd television indusiries, bul
they alss protected the eocinl fahrio of
SUY Sockty by ot dizmamiing the PBE.

ot oany kanes outwelgh the benells
of irwe irade, bus the ouliursl and sockal
survival of our maticn 1s just such an
\gsuc, In the sl reckoning, not only &4
Aurtralia fecuTe B free trade agroement
on very fwvourable lerms, but 1 3.
protected the cornersiones of our social
system, Labor and the minor purties
shoud pus sssde the frivoious politieiing
ana recopmiize shat this deal iz pood for
the faiatre of AustraliB

Bryan Mestunio s 2 lecturet in
international sade law ot the
Usirvessity of NSW.,
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FTA will not

affect costs

IN RESPONSE to David
Jarvis (Letters, January 5) a
free-trade agreement will not
affect the cost of medicines to
£ONSUIMeETs.

It remsins difficult 10 pre-
dict what the US {ovarnment
or the Ausiralian Gevernment
will finally bring 1o the nego-
dating 1able in relation W
madicines and the Pharma-
centical Benefits Scheme.

However, some things are
ceriain. It is the sovered:
right of Australia to decide
how much it spends on health
and subsidised medicines in
Australia and not the right of
other Governments.

Spending on health is con-

7R o

sidered in the context of the
Federal Budget. which the
Governpmeni must pass
through both tha House of
Represeniatives and the Sen-
ate. Similarly the amount
consumers must contribute
towsrds the cost of medicines
on the PBS must elso be
passed through both the Sen-
ate and House.

Cme only has look hack to
2002 when the Federal Gov-
srnment tried to introduce &
Budget measure W increass
the consumer co-payment
contribution. It was defeated
twics in the Senate.

Each year on January 1, the
amount that Australians con-

Canbopree, Trneg L

tribute to the price of medi-
cines thro co-payments is
adjusted in line with the CPL

For 2004, it has risen from

$21.10 to $23.70 end, for
those who hold comcession
cards. from $3.70 16 $3.80.
These annual price
increases are not related 10
the free-irade agreement.
Consumers should take
comfori In the fact that 2004
is-an election year and that
tha Prime Minister has cul-
egorically stated that (he
azsentia) charpeter of the PBS
will not change with an FTA.

{Dr) BRENDAN GRABAU
Deakin University, Melbourne -

7)1/ 0y



RESCRIFTION medicines are

amsjor media focusin the

contexi of the US-Anstralia
Free Trade Agreoment as debate
intensifies on whether there should
' MchmgosinAmtrdla’s
Pharmaceutical Benefiis Scheme

However, there can be no sensible
debate untfi there s an end tothe
maccuraie information reporied in
the in relation to the costs
and benefits of medicines, the PBS
and the global mdustry.

“The PBS was established in 1948
and was intended fo provide
pensioners with subsidised
medicines. In addition, it provided

- aecoss 10 139 iife-savi
disease-preventing me to
those who them urgently.
_ AuofMay1,2003, the PBS covers
563 substances available in 1451
forrns and strengths (tems) that are

. marketod 8s 2558 differemt

products (brands).
ly to 778 of the

B 88 of whieh
ftoms, 288 of wh pﬂ%ge
suthority prescription '
Hsalth Insurance Commission.
The PBS subsidises about 80 per

Time to get the facts right about medicines

_mmmﬁmﬁkmﬁmmmnammm&mmwmmmmmampm :

copoession~card holders. - '
Subsidising medicines on the PBS I

nexpensive :
wmpuoﬂwlmam costofnol listin,
gifactive icines on the scheme.
mbeneﬁtso&msﬂidneshdve.
boan well documented. Every $1 of
increased

medicines is ass
reductiontn hosﬂt&e:pend

there would be no srgument about

* costly butrelatively i

' the cost-ellectiveness of medicines,

Further Ausiralian rescarch

confirmed that better heslth
gbtained with modern
inpovative medicines lead to higher
55 domestic product (GDP)by
both workforce
pariicipation and preductivity.
. A'Yale Univérsily study has shown
alao that significant
workplace

ts accrue from the
use of prescription medicines
becsuge they reduce absenteelsm
ameng chronically ill workers.
In the world's largeststodyof

cent of all ption medicines people at high risk for heart aitack
avallable at pharmacies. Asubsidy O siroke, cholasterol-reducing
lsprovidedtoaconsumereachume drugs such a4 Soiing reduced the
a prescripiion is filled. risk safely by a third.

. The co-payment made 11 10 milifon high-risk patients
consumersisup 1o $23.10 for most ‘
PBS medicines, or $3.70 for

Tie. Cor berre Trmo s ﬁﬁ”/;ﬁ-}@g
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PBS needs new diagnosis

Alan Mitchell

Economics editor

he federal government’s

advertising and Intergenerational

Report warns about the polentiaily
unsustainable cost of the pharma-
ceutical benefits scheme, And yet the
government's reforms are stuck in the
Senate and there is no conscnsus about
where we should go from bere.

Maybe the next step should be an
independent inquiry into the PBS.

[ can hear the groans now, And it is
true that the PBS has been Jooked atin
the course of several recent inquiries -
and the probiems and possible policy
responses have been well rehearsed.

No doubt the last thing the people
who run the PBS think they needis
another inquiry. Yet another inquiry
could be precisely what they do need.

The main point of an inquiry wonld
not be to uncover some hitherto
unsmspected-answer to the PBS’s

tems, Rather, it would be to focus
the public’s aneation on the problems
and the possible answess.

“The public’s sttitude is crucial, and
not just becanse ministers pay too much
attention to talkback radio.

The idea of the sustainability of the
PBS is hased on an assbmption about
what the public is prepared to pay.

Similarly, the policy responses 1o the
increasing cost of the PBS are likely to
jnvolve a tradc-off of the scheme’s main
objectives: the comprehensive
svailability of drugs, universal access
and cost containment.

In the end that trade-off must be the
public’s decision.

Of course, it is tempting for ministers
and public servants to avaid debating
tough options *'infront of the
children®'. But that is not a sustainable

st £ mevrie coo ! s on)

long-term strategy. And thisis a long-
term problem that will invoive many
tough decisions,

The Intergenerational Reporthas
been criticised for merely projecting
past PBS per-capita cost trends (by age
and gender) into the long-term fisture.

Perhaps, as some critics have argoed,
1the report has overstated the future costs
of the PBS. But it is also possible that it
has missed important future cost
pressures.

For example, it seems likely that the
PBS will 1ose some of its bargaining
power 25 the population agesin
Australia and in the United States and
Europe.

The PRS derives its bargaining power
from its ability to effectively withhold
drugs from the lucrative Australian
markei That will become more difficuit
as the Australian population ages and
the availability of new drugs becomes a
national obsession.

At the same time, population ageing
will also increase the cost of health care
in the US and Europe and generate
political pressure 10 cut the cost of drugs
in those economies.

US politicians have already attacked
the system of international price
discrimination that has delivered
cheaper pharmaceuticals to countries
like Australia,

A pumber of American states have
passed or are considering passing
legisiation requiring that the
gtannaccuﬁml manufacterers charge

S customers no more than the Jower
prices charged in Canada, or & weighted
average of prices charged in Canada
and other countries, Relaied legislation
has 50 been introduced inthe US
Congress.

The governumenti should respond to
these kinds of pressures in ways that do
the Yeast harm 1o the key PBS objectives

of providing sl Auvstralians with access

- tonecessary and life-saving medicines

at an affordable price.

But that is not guaranteed. Crude
cost-capping can be politically easier.
The government has already been
caught economising on the availability
of an expensive new cancer drug,
potentizlly leaving 2 small number of
patients exposed to billsof up to
$55,000 a year.

There are no simple, easy answers to
the cost problems facing the PBS.

The higher patient co-payments and
safety net thresholds sought by the
government could be part of the answer.
But without 2 more comprehensive
means test, there are serions concerns
about the impact on some non-
concessional patients.

Reducing or even removing the
subsidy for non-essential drugs is
another option. But ittoois
problematic. The PBS spends
$40 million a year on common
analgesics. But while delisting these
drugs secmns a simple way to save a lot
of moncy, nearly all of the analgesic
subsidy goes to concessional patiemy.

Moreover, if the subsidy were
withdrawn, doctors would prescribe
substirute drugs still listed on the PBS. T
these substitules were more expensive,
the result could be an increase in the
cost to the taxpayer.

Other options include budget-holding
arrangements and strategies 1o encourage
more cost-effective prescribing,

* The oplimal solution almost ccrtainly
is a sophisticated combination of
several of the above, plus higher {axes.

. But that solution will be intrusive and
involve higher hezlth-care costs for
large numbers of people.

To get it fight, governments will need -
the understanding, if not the
enthusiastic support, of the public.
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Free trade? Go America

Alan Mitchell

Economics edflor

hen 1hear that the Americans
are trying to bully Australia’s
| brave free-trade negotiators, my
first thooght usually is that 1 hope the
Americans succeed.

The reason, as every economist would
know, isthat most of the ecONnOmMIc
benefits from pulling down trade
basriers zocruc to the country cutting
the barricrs, not to the country gaining
the markel access. .

A few weeks ago an cconomics
professor rang (o 3y excitedly thathe'd
heard that the Americans were suddenly
demanding free access to the Australian
university market.

Could this be true? Could an old
economic rationalist™s Christmases all
be coming at once?

Alas, evep if the Americans were
jmterested in such a reform, it would be
so good for Australian students that our
pegotiators would be bound to resist it
10 their last breath. But, as ithappens,
Amcrica's politicians are s determined
ag the Anstralian government lo
maintein the statvs quo.

Australian universities can relax. The
povernment’s subsidics for tertiary
students will continue to discriminate in
favour of the established, publicly
owned universities, and apainst new
private and foreign universities.,

There will be no economic rationalist
nonscnse such as fully transferable
vouchers that university students could
vse to belp finance the cost of tuition in
any university of their choosing, in
Australia or ciscwhere. ]

Any uppity siudents with ideas of
studying at the feet of a US Nobe] Prize
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winner can think again, Any Australion
university that feared it might bave to
fifi it game to compets with American
universities can relax. And any
enterprising university that thought it
might attract adventurous US students
1o do their degrees in Australia can st
put their enterprising ideas away.

Perhaps the public interest will be
better served when §1 comes 10 films.
Thete the US pegotiators secm to be
making some headway.

The film industry bleets about
protecting our culture, but the local
content rules serve mainly 1o protect
tocal jobs, Television stations are forced
to ron Australisn programs whether
their Australian sudicnces want to
watch them or not.

Applying the same rulesto
broadband internet or digital television
would just extend the tyranny.

A featore of local content rules is that
they provide the greatest assistance to
the programs that the television stations
value least but still buy or make to fill
the jocal-content quota.

“There is now a healthy debate about
the quality of the output of the local film
industry. One obvious way to improve
the Jocal product would be 10 force por
industry to compete tmore openly with
imports.

The government would still subsidise
the production or purchase of
Auvstralian programs to offset their cost
disadvanizge. But ielevision stations
would be free to buy or not buy
Australian programs according Lo they

judgement of what the public wanted to
walch.

No doubt the industry would be
smaller. But our actors would know they
were 1elling stories in Australian accents
10 people who actuelly wanted 10 listen.

My other great hope for the free-trade
agreement is the reform of the
pharmaceutical benefits scheme.

1 presume the US negotiators want
more profits for American
pharmaceuticai companies.

What ' want is a PBS better able to
meet the needs of an ageing Australian
population.

Here's the problem. The cost of the
PBS js projected o grow drumatically as
cxpensive new drugs become nvailable
and as the population ages and the
demand for all drugs increases.

But expensive new drugs arc not
necessarily 2 problem if they save lives
or improve people ‘s quality of lifc or are
# substitute for less cost-ef{ective forms
of treatment, We will want to spend
more on cost-effective new drugs.

But what is in the public interesi is not
necessarily in the government’s interest.
Governments will always be tempted 10
judge the costs and benefits of new
drugs in terms of the effect on the
federal budget.

A government might be quite heppy
10 restrict the supply of an expensive
new drug through the PBS simply to
save jlself the cost of the subsidy. The
political trick isto restrict those
expensive drugs that mean a ot 1o a
small number of people.

To avoid a tiresome debate, the
government might also try to hide the
real reason for its decision behind
opague walls of confidential
pegotiations and complicated technical
advice.

Hopelully what will emerge as a8 result
of the pressure from US negotiators is a
process of selecting drugs for the FBS
that is more transparent and lcss
susceptible 1o distortion by political
decision makers.
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No side-effects in trade deal

CHRISTINE Wallace's feature
(31/10) contains inaccurate
claims and assumptions about
how & Free Trade Agreement
with the US would affect the
Pharmaceutical Benefits
Scheme.

No trade deal can dictate how
much the Australian Govern-
ment spends on medicines or
how much medicines cost the
consumer, This is a matter for
the Government to decide. The
only change the FTA would
mean for consumers is greater
and timelier access to some 0f
the world’s leading medicines —
reducing spending on more
expensive and invasive treat-
ments invelving surgery, hospi-
talisation and aged care.

1t beggars belief to suggest
that Australia would sign on to
an FTA thsl has a net cost for
taxpayers: there hasto be a net
henefit. What Australians need
to be assured of is that the PBS

72#3 Arut # e e,

is here to stay. However, every-
one would benefit from it being
strengthened to mean a fairer,
more transparent, consultative
angd consistern. process.

There would be very few
Australians who would not
want access to the latest medi-
cal discoveries because of &
process-driven PBS. There will
soon be new classes of medi-
cations avaflable — in areas
such as cancer and HIV/ AIDS.
we need. to provide them as
soon As they become available,
which at the moment does not
necessarily happen,

One cost ¢his article did not
caijculate was the cost of new
medical therapies not being
made available to those who
need them when they need
them. How do you calculate that
cost?

Kieran Schneemann
Medicines Australia

1/71/03



Anti-FTA views bunkum

Uniled States is bad for your

health, according to the Jatest
tabloid medix scare story. Recently
newspapers around Australia
trampeted the headlines: ‘“Drug costs 1o
wriple"’, *“Drugs rise intrade-off"*, and
'US trade deal could tripte the price of
drugs”. Then came the follow.up stories
such as **Drug prices to treble under
free trade: study"", which kept the farce
going.

Thig invented news story was based
on no more than the patently absurd
rehash by a left-wing think tank, the
Australis Institute, of its earlier
incompetent study based ona
Jisingenuous comparison berween drug
pricesin the USand Austrafia, along
with a predictable responsc by the
politically oriented Doctors Reform
Soriety. . ) .

Official denisls were either ignored
altogether, or buried in the last
paragraphs.

As the Ausiralian Associated Press
news wire story put it: *New figures
showed life-saving asthma and
cholesterol drugs could become
pnaffordable for some paticnts undera
US-Australia agreement, doctors
warned. US drug companics are
jobbying for the price of Australian
pharmaceuticals to come in line with
those available in America [so] the price
of common prescription drugs would
uiple.””

1t was all bunkum. Apart from the
false inference that the Doctors Reform
Society equates with doctors {rather
than a smal] group of opinionated
radicals with a medical degree wha in
no way represent their profession), the
government has repeatedly siressed, as
Health Minister Kay Patterson repeated
last week, that the Pharmaceutical

s o a frec-trade agreement with the
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Scaremongering is distorting
the benefits ofa free-trade
deal, writes Michael Baume,

Benefits Scheme is not up for grabs in
the proposed free-trade agreement with
the United States. Very few of the
newspapers that were happy to succumb
to the anti-FTA propaganda felt any
need to run the response that not only
was the government absolutely
committed to the PBS but also that the
US negotiators had not requested
changes to be made to it

And naturzily, none reported that the
association of pharmaceutical
companies in the United States,
PHRMA, stated in its submission to the
US Specist Trade Representative that it
was not a goal of the US indostry 1o see
the Austrzlien PBS dismantled. The US
industry simply is not Jobbying 1o raise
Australian pharmaceutical prices under
an FTA to US levels.

This was the Jatest instalment of the
strange campaign of fear and loathing
against an FTA thatrests on the **if pigs
had wings'” schooi of analysis. The
Australia 1nstitute did no more than
compare Australian and US prices for
the same drugs and then conclude that
price increases of this order would be
expected il the pharmaceutical
companies are successul in eliminating
or underminiog the reference pricing
system of the PBS. Nowhere in this
purported study was there evidence
either of any US official intent to doso
or of the Australian government being
likely to give way. In fact, there js none.

But the problem for industry is that
the multinationals dominating the
sector believe that not only have the
prices set by the monopoly purchaser

{the PBS) been too Jow to justify larger-
scale development here, but that the
basis on which decisions have been
made to include or exclude items in the
PBS has not been sufficiently
transparent. It is the transparency point
that is very much on the table in the FTA
negotiations, not the rights of Austiralia
to determine a price under the PBS.

The prohlem is not about the pricesof
existing drugs, which are clearly not
under threat from the FTA, but on the
policy issues of how the government is
10 dea) with its PRS cost dilemma. This
is in the face of a pig-headed opposition
that has prevented the government from
restoring the patient share of PBS costs
10 Labor's 25 per cent from the present
16 per cent. And then there’sthe
problem of how 10 offset the PBS
budget benefits — of screwing down
pharmaceutical prices versus the
benefits of having a drugs price basc
that provides an incentive for the
pharmaceutical industry to invest
enough in local manufacture.

The Australian government's view is
that the two issues of PBS price and
industry incentives shonid be sepurate,
and so js providing specific investment
incentives rather than allowing PBS
prices to provide market incentives.
Whether the industry wili consider the
government's incentives pood enough
and whether the FTA does bring enough
transparency will be seen in future
decisions about the size end structure of
the Australian pharmaceutical industry

— jssues that are far more relevantihan
incompetent research by the Australia
Institule and polemical posturing by the
Doctors Reform Society.

o Michacl Baume is a former irvestment
editor of The Australian Financial
Review and a former Liberal MP.



Grim reapers off the mark

Not even facts convince doomsayers to change course on the trade deal

ITH news of the Ausiralis-

UA free trade agreeinent, X'

{ime 1o revistt that vast ga)-

lery which honuses the Lafi's

rowing coliortion of doomstiay socnarios
on free iragde that proved wrong.

Biart with Catholic bishop Pat Power

who last November, without any detall

the pri on ABO
radio that on bealth and sotial poticy
Ausiralia’ ax 3 mation

cent under the PT.
much more for their drugs, he sakl, and

the Howard Government would trade off
" pur cheap drug prices in retom for
Austreliay favmers guining acvess Lo US
markets, .

“Phe fdevil I iy the dewnil” Power
warned. The Government relessed some
gevilish- detail on Mondsy. Affordable
madicines will be mainiained under-the

“PTA. 'There are nod prive increases to .
tion medicn

proserip! es. There are thuch*
nesded changes to make, the syplem of
approving PBS drugs mare transparent
Agthe Howsrd Government made clear
numerous limes, siclng up the PBE was
Tever oh the negotiating table,

Ths mpdis lnps up these brothers grim
beckuse emoidon i 8 bigger seller Lan
sconornic BLeracy or even logie.

Martyn Goddard, the Australian Con-
sumer Azsociation's heslth policy officer,
10K one newspeper last yemr that with-
out the PBS he wouki be dead Diag-
nosed with HIV, Goddard seld ho couid
pever afford the reat cost of his life-

_saving drugs. A small dose of loglc

7
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lsnet Albrechisan

meststhﬂ»l‘nsismvhhewhkh
for agminixtering hfe-paving drugs. The

drugs only exist beraude companies fake

dgnificant risks on innovative research
snd development. They are more lksly to
fo 50 now that the approval syslem is
more transoarent. Strange how Coddand
is blind (o this pro-consumer ouleome.

The next exhibits incinde varlous pre-
ustralia

dictions of cultural death A
‘would suffer from o Iree Uszde agree-
ment with the US.

1ast November, at the Australian Film
Institnle swards, & ong Line of Ausiral
ints actors, inchuting David ‘Wenham,
Tanl Collette and Gootfrey Rish, per-
formmed e very boring, very public politionl
moyris dance (o the tune of Down With
Jotm Howard Down With Free Trade.

FEW dayas later, acior John How-
arg added: “Wa need to Lol the US
that we wili desitd now and in ibe

Tutare what stories will come intio our
country. 1f we womn'l protect our own
culture, nobody elsewill™ - ‘

Mo wonder Howard the sctor i afrasd
of competitiors these duys hie sooms to
tradle more on mimicking hils namesake

Proiecting Austrafian cultnre makes
pense, but beware film {ypes whe hide
under the eover of culture as decreed by
them whenevér they churn oul second-
rate movies, In any case, those who
predicted cultoral ‘terrorism Dredicled
wrong. Culture has fared just fine under
the FTA. Locel contept rubes remain
nteet, And there is scope o Impase mpre

YN

cattural Emlis ag new medis technologies
eImerge .
o toar of doom end glootn predictions
without

for loos! empleyment.

More devilish delall nnravels that tale
of woe. More than 97 per cent 0§ Austral-
ian exports 1o the US will be free of ity .
a3 s0om a5 the FTA is up and running. Ag
the Prime Minsster said in hiz press

for examphe. 1o

Jeept: out of the US market by hefty 25 per
cent tariifs. Now they can export them
duty free. Thal means mers jobs, ant lees,
11 thik and other mdustzies, And the FTA
cetnents the right of both eouniries to
enforoe its own mbour nws.

As Ford Australia notes, the FTA will
inspose sompetikive pressures on Anstral-
ian tncustry, bul some Induostries (Skn
Inctugded) could Ao with a healthy dose of
comperition. I ¢ ion prodooes &
more efficient mdustry, that Is good for
cempioyment.

“The only sefe jobs are those in globaly
competitive Industries. Hardly rockel
sctence but 115 beyond those Xike Greens
Senator Bob Brown, who peddle In
dishonest gloom rather then logic. He
intends 10 vote sgeinst the FTA beceuse
“it’s. & dissster tor Anstralia”.

The ¥TA may oot he perleot. Theve are
sensitle eriticksms that oan and will be
made about Insuificient wariff requetions
in some ndusiries snd undue delays o -
how they are implemented in oLhers, such
as agriculpore. Howevet, madcap claims
that the entire should be
rerapped becanse the UB refosed to axige
on sugar quolas is just more bunkum

11/ /0%
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PBS needs new diagnosis

Alan Mitchell

Economics editor

be federal government's
advertising and Intergenerational
warns about the potentially

unsustainable cost of the pharma-
cenrical benefits scheme, And yetthe
government's reforms are stuck in the
Senate snd there is no consensus about
where we should go from here,

Maybe the next step should be an
independent inquiry into the PBS.

1 can hear the groans now. And it s
trae that the PBS has been Jooked atin
the course of several recent inquiries -
and the probiems and possible policy

nses have been well rehearsed.

No donbt the last thing the people
who run ihe PBS think they need is
snother inquiry. Yet another inquiry
could be precisely what they do need.

The main point of an inquiry would
not be to uncover some hitherto

nsuspecied answer io the PBS's
problems. Rather, it would be o focus
the public’s attention on the problems
and the poagible answers.

The public's attitude is crucial, and
not just becanse ministers pay too much
attention to talkback radic.

The idea of the sustainability of the
PBS is based on an assumption about
what the public is prepared to pay.

Similarly, the policy responsesio the
increasing costof the PBS are Hkelyto
jnvolve a trade-off of the scheme's main
objectives: the comprehensive
availability of drugs, universal access
and cost containment,

In the end that rade-off must be the
public’s decision.

Of course, itis tempting for ministers
and public servants 1o avoid debating
tough options *'in front of the
children”', But that isnot a sustainable

long-term strategy. And thisis 3 long-
term problem that will involve many
tough decisions. ,

The Intergencrational Reporthes
been criticised for merely projecting
past PBS per-capita cost trends (by age
and gender) into the long-term future,

Perhaps, as some critics have argued,

the report has overstated the futare costs

of the PBS. But il is also possible that it
has missed important future cost
pressures,

For example, it seems Tikely that the
PBS will lose some ol:ilsbargainins
power a3 the population ages in
Australiz and in the United States and

Europe.

The PBS derives its bargaining power
from its ability to effectively withhold
drugs from the lucrative Australion
market. That will become more difficult
as the Australian population ages and
the availability of new drugsbecomes a
nationﬂ;l: obsession.

At the same time, population ageing
wﬂla!soinmasethecos!ofha.lm
in the US and Europe and generate
political pressure to cut the cost of drogs
in those economies.

US politicians have already aftacked
the system of international price
discrimination that has delivered
cheaper pharmaccuticals to countries
fike Australia.

A number of American states have
passed or are considering passing’
legislation requiring that the
pharmaceutical manufacturers cherge
UJS customers no more than the lower
prices charged in Canada, or 3 weighted
average of prices charged in Canada
and other countries. Related legislation
has also been introduced in the US
Congress.

The government should respond to
these kinds of pressures in ways that do
tbe least harm 1o the key PBS objectives

Aot Ermpn meven! Ko w gand

of providing all Australians with access
10 necessary and life-saving medicines
at an affordable price.

But that is not guaranteed. Crude
cost-capping can be politicaily easier.
The government has slready been
caught economising on the availability
of an expensive new cancer drag,
potentially lezving 2 small mumber of
patients exposed o billsof up to
$55,060a year. :

There are no simple, easy answers to
the cos problems facing the PBS.

The higher patient co-paymeriis and
safety net thresholds sought by the :
government could be part of the answer.
But without a motc comprehensive
means test, there are seTious concems
about the impact on some non-
concessional patients,

Reducing or even removing the
subsidy for non-cssential drugs is
another option. But it too is
problematic. The PBS spends
$40 million a year on common
analgesics. But while delisting these
dmgs scems & simple way to save & Jat
of moncy, nearly all of the anaigesic
aubsidy goes to concessional patients.

Maoreover, if the subsidy were
withdrawn, doctors would prescribe
substitute drugs still listed on the PBS. I
these substitules were more expensive,
the result could be an increase in the
cost to the taxpayer.

Other options include budget-holding
arrangements and strategies to encourage
more cost-effective prescribing.

" The optimal soluticn almost certainly
is a sophisticated combination of
several of the above, plus higher taxes.

. But that solution will be intrusive and
invoive higher health-care costs for
large numbers of people.

To get it right, governments wili peed .
the understanding, if not the
enthusiastic support, of the public.

17/} 0F



Medicines Australia Submission

APPENDIX C

THE FTA AS A CATALYST FOR WEALTH CREATION THROUGH
AUSTRALIA’S INNOVATION AGENDA

Over the next decade innovation in science and medical research will be one of
the key drivers for developed nations in achieving strong knowledge-based
economies and economic growth. This is recognised in a political partisan
manner at Federal and State level. The Australian pharmaceuticat industry is and
will continue to be a major player in innovation.

The Australian pharmaceutical industry is a knowledge intensive industry and its
outstanding performance, now a benchmark for growth, employment and
competitiveness, was highlighted by the Cenire for Applied Economic Research.’

The Australia- US FTA will be a vital cog in the development of the Australian
pharmaceutical industry and its contribution to wealth creation for the nation. The
FTA builds on previous and current Industry Development Plans (Factor (f), PIIP
and P3), it “backs Australia’s abifity”, will help facilitate the Government's
Innovation and Biotechnology Strategies and the State Ministers’ Australian
Biotech Alliance and is a catalyst that can help action Labor's pharmaceutical
innovation statements.

The FTA will add further impetus to achieving the goal of the Pharmaceuticals
industry Action Agenda (PIAA), which is to double Australias share of the global
pharmaceutical market. (The PIAA is the Government-Industry strategic plan
developed by Medicines Australia, the Federal Government, universities,
research institutions, AusBiotech and the generics medicines industry).

The future of the research-based pharmaceuticals industry will continue to be
that of a global marketplace with advanced economies competing for a slice of
the pie.

Australia must be presented internationally as a competitive, high-technology
country in which to do business if local affiliates of multi-national companies
(MNCs) are to successfully compete to bring research and development and
manufacturing investment to Australia.

Australia has existing strengths (for example, its performance in clinical trial
activity) that position the industry to capitalise on growth in the global
pharmaceuticals industry.

' Centre for Applied Economic Research (CAER) “The Economic Performance and Contribution of the
Pharmaceutical Industry in Australia: 1985-95”, Working Paper No. 1, 1998
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However, changes in the global market, including increasing globalisation of this
sector, will mean that Australia must make an active choice for growth. Other
countries- such as Singapore, lreland and Canada are demonstrating that they
are prepared to take necessary actions to strengthen their competitiveness, to
proactively offer incentives to attract the pharmaceutical industry and to make
their countries a better place for doing business.

Failure to act will therefore result in a decline in the pharmaceuticals industry,
with increased flight of researchers and their research to markets which offer
greater opportunity, limitations to the abilities of Australian start-up companies to
pursue medicines development, and dissipation in manufacturing activity and
exports.

Australia would be in danger of losing a significant part of a $12 biliion industry
with all the consequential adverse impacts on employment and the trade
balance. It would also be losing one of its pre-eminent chances to build a
globally competitive knowledge-intensive sector.

Pharmaceuticals, with the stimulus of the Australia- US FTA, can be positioned
into Australia's biggest export business, create more jobs, double the output of
Australian research and turn a potential brain drain into a brain gain.

The pharmaceutical industry can play a vital role in helping to commercialise the
output from research scientists and institutions in Australia and leverage the
benefits of the Government’s extensive investment in R&D.

The FTA can help enable the full potential of the local biotech industry to be
realised through partnerships and alliances with locally based multi-national
companies and ensure the products of Australian research are placed on a world
stage.

There is currently a global shortage in capacity for the manufacture of new-wave
biological products. It is estimated that the establishment of one ‘biological plant
can require an investment of up to US$500 million. Given Australia’s strengths in
scientific research, our highly skilled workforce and demonstrable capabilities in
manufacture, Australia has the ability to be a player in this market, which has
huge export potential.

The local bio-pharmaceutical industry spends more than 10 times the amount of
venture capital injected into medical R&D, spending $450million a year against a
venture capital expenditure of $25miliion: the global spend on R&D is $60 billion,
$40 billion of which is in the US.

Although Australian research is cited in 2.5 per cent of US patents, Australia,
constitutes only 1.2% of the world market, with Australian researchers holding
just 0.5% of world patents themselves. This represents a failure to transiate
academic ideas into commercial outcomes.
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The FTA can help deliver increased research, greater commercialisation of
research and an increased proportion of development activity occurring in
Australia. Australia can also gain a larger share of the global market, particularly
with global development activity and manufacturing, as hubs are located here.

The resultant increase in critical mass couid increasingly position Australia to
benefit from growth in the global pharmaceuticals industry.

The Government's recent innovation mapping report notes that:

“The global nature of decision making by multinational corporations about the
focation of research and manufacturing, presents challenges for Australia to link
into these international networks.”

Australia is a significant market for many MNCs, but a degree of dissatisfaction
has been expressed in relation to some aspects of Australia's operating
environment, largely relating to the reimbursement systems and processes
associated with the PBS.

A survey of senior executives at MNC headquarters, undertaken by the PIAA
provided a better understanding of how they view Australia when making
international investment decisions.

in terms of R&D investment decisions, PBS related issues were ranked as the
most important factors influencing decisions to invest.

For manufacturing, the taxation environment, along with PBS related issues were
ranked as most important.

Conclusively, in the area ranked as most important for decisions to invest, that is
PBS related issues, Australia was considered poor. This negative perception
applies to the transparency and predictability of the process.

The greater transparency and improved understanding of the way the
Pharmaceutical Benefits Scheme (PBS) operates as a result of the FTA will
provide a greater level of certainty and predictability for companies — a factor
which underpins investment decisions by the global pharmaceutical industry.
Similarly the recent announcement by the Federal Opposition of its strong
support for a pharmaceutical industry development program is also important.

These messages have very positive impact on perceptions overseas of Australia
as a sensible place to invest.

Australia only has to attract 2% of the global spend on pharmaceutical research
and development to realise an investment inflow of an addition $1billion. This is
the stated goal of the PIAA. The FTA brings this possibility much closer to reality.

21 ocal priority- Global Partner” Pharmaceuticals Industry Action Agenda, 2002, p. 45
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APPENDIX D

GOVERNMENT REPORTS WHICH HAVE RECOGNISED THE NEED FOR
IMPROVED TRANSPARENCY AND INDEPENDENT REVIEW:

1. Industry Commissions Inquiry into the Pharmaceutical Industry, Volume
1: The Report; Report No. 51, (3 May 1996): (9.2.6 Consultation,
transparency and appeal processes)

“The Commission acknowledges that PBPA price negotiations, by their very
nature, are not amenable to formal review. However, the lack of administrative
appeal processes for recommendations of the PBAC reduces fransparency and
accountability.”

2. Industry Commissions Inquiry into the Pharmaceutical Industry, Volume
1: The Report; Report No. 51, (3 May 1996): (9.2.4):

“The criteria for reviewing prices outlined by the PBPA do not provide sufficient
guidance for companies facing review, and may, in practice, be inconsistent with
the criteria applied in the initial pricing decision...The Commission that the criteria
applied in pricing reviews lacks specificity and may be inconsistent with those
applied in the initial pricing decision.”

3. Industry Commissions Inquiry into the Pharmaceutical Industry, Volume
1: The Report: (9.2.2 Delays)

“The Commission finds that a significant proportion of Pharmaceutical Benefits
Scheme listing applications fail to meet the time limits adopted by the
Pharmaceutical Benefits Branch. The Commission finds that the Pharmaceutical
Benefits Branch should take greater account of the costs unnecessary delays
impose on consumers and industry.

« Supporting positions cited within the Commission’s report: (9.3.2 A review
of the PBS listing process)The Victorian Government supported the
recommendation for an urgent review and stated that the ‘current
difficulties and delays with the PBS listing process are a cause of concern
from the viewpoint of the consumer as well as the industry’ (sub. 182, p.
3).

« Among heaith professionals and consumer representatives, the Royal
Australasian College of Physicians supported ‘any moves to increase the
transparency and predictability with which applications fo bodies such as
the PBAC are handled (sub. 140, p. 1).

» The Australian Nursing Federation supported the review and noted that it
had...received comment from members relating to delays in the PBS
listing... A review of the PBS listing process should give a single body
overriding responsibility for the outcome so that accountability rests
somewhere (sub. 111, p. 1).

« The Consumers’ Health Forum (sub. 139, p. 8) and the AIDS Council of
NSW (sub. 196, p. 1) also agreed with the Commission’s recommendation
that there should be a review of the PBS listing arrangements.”
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4. Australian National Audit Office (ANAO) Report of the Pharmaceutical
Benefits Scheme (13 November 1997)
“ANAO recommends that DHFS explores ways fo reduce the average time taken
to list drugs on the PBS insofar as this is consistent with rigorous evaluation and
value for money, through avenues such as:
« Avoiding delays to correct relatively minor inadequacies in sponsor's
applications for (PBS) listing;
« Increasing the proportion of applications accepted for listing in the first
cycle of evaluation;
« More effectively using IT resources to support the operations of the listing
process; and
« Reducing the time taken to produce the PBS schedufe.”

5. Industry Commissions Inquiry into the Pharmaceutical Industry, Volume
1: The Report: (9.2.6 Consultation, transparency and appeal processes)
“The Commission finds that it is appropriate that the basis for decisions made in
the Pharmaceutical Benefits Scheme listing process be made clear fo
companies. The Comrmission finds that current processes, particularly review
processes, may nof provide companies with adequate opportunities for
consultation.”

6. Australian National Audit Office (ANAO) Report of the Pharmaceutical
Benefits Scheme (13 November 1997) Recommendation 6 (4.38)
“ANAO recommends that DHFS consider initiating more effective face-to-face
consultations with companies following initial assessment of their more complex
submissions in order to: :

« Provide companies with more knowledge of the listing process; and

« Clarify as many issues and data requirements as possible before they are

provided to the Department’s advisory committees.”
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APPENDIX E

INDEPENDENT REVIEW MECHANISMS IN OTHER AREAS OF
GOVERNMENT AND THE BENEFITS WHICH ACCRUE

The following are some of the independent bodies who are involved in reviewing
the decisions of various Government agencies:

Administrative Appeals Tribunal — an independent body established fo
provide aggrieved persons and agencies with an independent review of a
wide range of administrative decisions of the Government and some non-
government bodies;

The Commonwealth Ombudsman - investigates complaints about the
administrative sectors and procedures of federal and ACT government
departments and agencies, to seek redress for errors in administration, to
identify systemic issues and to improve the quality of public administration;
Veterans' Review Board — an independent statutory authority that reviews
decisions of the Repatriation Commission on various matters relating to
war veterans; and

Social Security Appeals Tribunal — an independent statutory authority
established as the first tier of external review of social security and
students assistance decisions.

Providing an independent review mechanism, against decisions of Government
agencies:

Ensures that a factual basis for disputed decisions can be properly
considered,;

Ensures that independent analysis of facts can be undertaken;

Act as a valuable management too! to assist Government agencies with
feedback and quality control;

Ensure that proper reasons for recommendations are provided; and
Improve the quality and consistency of Government decision making.
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