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GLOSSARY OF DRUGS MENTIONED IN THIS

REPORT

Drug
Act-3
Actiprofen
Acyclovir
Aldomet
Amfamox
Amoxil

Amphotericin
buccal

Becloforte
Becotide

Benzoyl
peroxide

Bricanyl
Canesten
Carboplatin
Carduran
Ceclor
Ciprofloxacin
Cisplatin
Claratyne
Clarithromycin
Clavulin
Clindamycin

Clinoril

Description

non-steroidal antiinflammatory
non-steroidal antiinflammatory
antiviral, treatment for herpes simplex
antihypertensive

peptic ulcer treatment

antibacterial

antibiotic, antifungal, treatment of mouth conditions

antiasthmatic
antiasthmatic

treatment for pimples, acne

antiasthmatic

antifungal

cancer treatment
antihypertensive
antiinfective

oral antimicrobial

cancer treatment
non-sedating antihistamine
antibiotic

antibacterial

treatment for pimples, acne

antiinflammatory
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Codeine
phosphate

Codeine
phosphate with
paracetamol

Cutivate
Cytarabine
Daivonex
Daktarin
Dermovate
Dexamethasone
Dicodin
Diflucan
Dihydrocodeine
Dolobid

Doryx
Doxazosm
Dymadon

Enal april
mal eate

Eryc
Erythromycin

Erythromycin
ethyl succinate

Flixonase
Flixotide
Floxapen

Fluoxetine
hydrochloride

Gyno-Daktarin

analgesic

analgesic

topical corticosteroid
cancer treatment
psoriasis treatment
antifungal

topical corticosteroid
coricosteroid
analgesic
antiinfective
analgesic
antiinflammatory
antibacterial
antihypertensive
analgesic

antihypertensive

antibacterial
antibacterial

antibacterial

perennial rhinitis treatment

antiasthmatic
antibacterial

antidepressant

antifungal

XX



Hismanal non-sedating antihistamine

Hydrocortisone antiinflammatory, anti-itch, treatment for a range of skin

conditions
Hytrin treatment for benign prostatic hyperplasia
Ibuprofen antiinflammatory
[ mdur cardiac therapy
Imigran migraine treatment
Indocid antiinflammatory
Insulin diabetes treatment
Kapanol analgesic
Ketoprofen antiinflammatory
Lamictal antiepileptic
Lipex 10 lipid-lowering drug
Lispro diabetes treatment
Lorabid antibiotic
Losec ulcer treatment
Lotremin antifungal

Mefenamic acid antiinflammatory
Minoxidil baldness
Moduretic diuretic

Nabumetone treatment for osteo- and rhematoidal arthritis

Naproxen antiinflammatory

Nicotine patch, treatment to encourage smoking cessation
gum

Noroxin antibiotic eye drop

ophthalmic

Nurofen antiinflammatory

Nyoprin analgesic

Nzord antifungal shampoo for dandruff
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Oxybutinin
Paclitaxel
Panadeine
Panadeine Forte
Panadol
Paracetamol
PedvaxHIB
Penicillin
Pepcidine
Piroxicam
Plendil ER
Ponstan
Prilose
Proctosedyl
Proscar
Prozac
Pulmicort
Ranitidine
hydrochloride
Relifex
Renitec
Roxithromycin

Salbutamol
sulphate

Serevent
Setamol

Silver
sulphadiazine

Simvastatin

urinary incontinence treatment

cancer treatment
analgesic

analgesic

analgesic

analgesic

vaccine

antibiotic

peptic ulcer treatment
antiinflammatory
calcium channel blocker
antiinflammatory
ulcer treatment
antihemorrhoidal
prostate treatment
antidepressant
antiasthmatic

ulcer treatment

treatment for osteo- and rhematoidal arthritis

antihypertensive
antibacterial
antiasthmatic

antiasthmatic

analgesic

antibiotic for wounds, burns

lipid-lowering drug
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Sinemet CR
Sumatriptan
Tagamet
Taxol
Teldane
Temaze 10
Temazepam
Thalidomide
Timoptol
Timpilo
Tomocard
Tramal

Triamoinaene
buccal

Tylenaol
Vancomycin
Ventolin
Zantac
Zinacef
Zinnat
Zithromax
Zocor
Zoloft

anti-Parkinson drug
migraine treatment

peptic ulcer treatment
cancer treatment
non-sedating antihistamine
antipsychotic
antipsychotic

sedative
ophthalmological solution
ophthalmological solution
cardiovascular

analgesic

antiinflammatory, mouth conditions

analgesic

antibiotic, intestinal antiinfective
antiasthmatic

ulcer treatment

injectible antibiotic

antibiotic

antibacterial

lipid-lowering drug

antidepressant
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TERMS OF REFERENCE

I, GEORGE GEAR, Assistant Treasurer, in pursuance of Part 2 of the Industry
Commission Act 1989 hereby:

1.  refer the pharmaceutical industry to the Industry Commission for inquiry and
report within nine months of the date of receipt of this reference (subsequently
amended to 26 April 1996);

2. specify that in making its recommendations the Commission aim to improve the
overall economic performance of the pharmaceutical industry, encompassing the
prescription drug sector and the over-the-counter sector, and the overadl
performance of the Australian economy;

3. request the Commission to report, separately for the prescription drug and over-
the-counter sectors where appropriate, on:

(@) emerging national and international market trends affecting the industry
including its current structure, rationalisation and competitiveness,
drawing international comparisons where appropriate;

(b) the strengths and weaknesses of the industry in Australia, based on
international comparisons,

(c) theadvantages and disadvantages of Australia as an investment location
for all phases of pharmaceutical activity, from research and development
through to manufacturing and export. In doing so, the Commission should
report on programsin other countries designed to create afavourable
environment for industry;

(d) the potential for the industry to capture a greater share of the global
pharmaceutical market, especially of the rapidly growing marketsin our
region, and impediments to achieving this potential;

() theimpact of current institutional and regulatory measures, including the
Factor (f) Scheme, the Pharmaceutical Benefits Scheme (PBS) and the
National Medicina Drug Policy, on industry structure, performance,
international competitiveness, resource allocation and growth prospects;

(f) theeffectiveness of the current link between Australian universities,
research ingtitutions and pharmaceutical companies, including the
commercialisation of new products, particularly by small and wholly
Australian owned pharmaceutical companies,

XXVI



(g) any measures which could be undertaken to remove or compensate for
impediments or otherwise contribute to the efficiency, growth or export
development of the industry;

(h) long term policies to provide certainty and continuity for investment in
pharmaceutical research and development, manufacturing and exports;

(i) theidentification of groups which would benefit from, or be
disadvantaged by, any measures flowing from 3 (g) and (h) above; and

() theimplementation of proposed measures, including the impact of changes
to current arrangements;

4.  having regard for both the prescription drug and the over-the-counter sectors,
request the Commission to:

(@ identify and quantify the economic contribution of the Australian
pharmaceutical industry;

(b) evauate the effectiveness and efficiency of the Factor (f) Scheme,
including quantifying the benefits of Factor (f) Scheme assistance; and

(c) identify the overall gainsto the economy, including the pharmaceutical
industry, if the policies recommended in 3(g) and (h) are implemented;

5. specify that the Commission:

(8 takeaccount of, but not make recommendations in relation to, the PBS and
the supply of pharmaceuticals under the PBS;

(b) takeaccount of any recent substantive studies, and document, where
appropriate and without disclosing material provided in confidence,
examples of past success and failuresin the industry, both in Australia
and elsewhere; and

(c) haveregard to the established economic, social, health and environmental
objectives of Government and the effect of those objectives on the
industry.

GEORGE GEAR 9 June 1995
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KEY MESSAGES

* A gtrong link between the development of the Australian pharmaceutical industry
and coherence of government policy has been identified.

e There are a number of impediments to industry growth, of which the PBS is most
important.

Reformsto PBS:
*  Low prices, volume constraints and listing delays under the PBS play a significant
part in influencing company investment decisions.

«  However, there is no clear cut case for ongoing financial intervention through a
Factor f type scheme.

» A preferable approach isto reform the PBS listing process as a matter of urgency.
e Also anindependent pricing authority should be established.

»  The welfare of the community is enhanced by the PBS but this is threatened by
growing pressures on the scheme.

e Thereisarisk that the community’s future access to some drugs may be adversely
affected.

 Thusitis aso necessary to review the social and economic policy underpinnings
of the PBSitself.

e If fundamental reform of PBS processes is not an immediate priority, a revised
Factor f type scheme could be introduced in the interim.

e  For the current Factor f scheme;

— the effectiveness has been reduced through overcompensation of some
companies and undercompensation of others;

— itisunlikely that the benefits to the community outweigh the costs; and
—  severe administrative problems are evident.

Other reforms:

*  The TGA should be established as a Commonweal th statutory authority.

e The Commonwealth Government should cooperate with the States and Territories
to establish the TGA as the appropriate body to undertake scheduling.

»  Brand advertising of S3 products should be alowed where there is a demonstrated
health benefit.

e  Thereisscope to combine the Government’ s approach to a 15 year effective patent
life with a period of generic springboarding and some protection of confidential
information.

 The Australian Tax Office should clarify its position on transfer pricing and
wholesal e sales tax arrangements.

e Implementing these reforms could be completed before 1999 when the current
Factor f scheme ceases.
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1.

10.

RECOMMENDATIONS

The Commission recommends that under the current arrangements companies
should have the option of taking their remaining Factor f payments as actual rather
than notional price increases.

The Commission recommends that companies should have the option of delaying
cost effectiveness analysis for two years to allow for the collection of costing data
based on actua use.

The Commission recommends that a data base of Australian and international
pharmaceutical prices, volumes and market shares be established.

The Commission recommends that, as a matter of urgency, the Pharmaceutical
Benefits Scheme listing process be subject to areview.

The Commission recommends that all States and Territories pass complementary
legislation to broaden the application of the Therapeutic Goods Act 1989 by
adopting its provisions and future amendments by reference.

The Commission recommends that Australia, through the Therapeutic Goods
Administration:

«  continues to pursue harmonisation of standards and data requirements;

»  pursues further agreements to exchange evaluation reports and to undertake
joint evaluations;

« while reserving the option of conducting its own evaluations, on a case by
case basis places greater weight on overseas approvals by regulators with
comparable standards and known expertise in a particular area; and

e in the longer term, pursues mutua recognition of drug approvals with
countries with comparable regulatory standards while maintaining an
independent capacity to conduct evaluations where required by unique
Australian conditions or where requested by suppliers.

The Commission recommends that the Therapeutic Goods Administration be
established as a Commonwealth statutory authority.

The Commission recommends that both schedule 2 ‘ pharmacy only’ and schedule
3 ‘pharmacist only’ be retained, pending further research into the role of
pharmacist counselling in ensuring improved health outcomes and the monitoring
of the extent of such counselling.

The Commission recommends that, where it can be demonstrated that brand
advertising of particular schedule 3 ‘pharmacist only’ products will lead to
improved health outcomes, such advertising should be permitted on a case by case
basis, subject to appropriate industry self-regulation.

The Commission recommends that the scheduling of therapeutic goods becomes
the responsibility of the Commonwealth Government under the Therapeutic Goods
Administration.

XXX




This Report is about
the Australian
pharmaceutical
industry.

Industry devel opment
isclosely linked to
Government policy.

OVERVIEW

This Report is about the pharmaceutical industry in Australia,
its relationship to the global industry and its potential for
further development.

The Commission was asked to examine the performance,
prospects and economic contribution of the human use
pharmaceutical industry in Austraia and to make
recommendations to improve the industry’s efficiency and to
remove impediments to its growth. The Inquiry was mainly
concerned with the activities of companies which manufacture,
import or distribute prescription or over the counter (OTC)
pharmaceuticals. It extended to all stages of pharmaceutical
activity, from research and development (R&D) through to
manufacturing and export. It aso covered the institutional
research framework associated with the industry, including
linkages to universities and other research institutions.

A major part of the Commission’s task has been to evaluate
the impact of the present Government policy environment on
the industry. The most important of these policies are the
Pharmaceutical Benefits Scheme (PBS) and the Factor f
scheme. The terms of reference preclude the Commission
from making recommendations about the PBS itself.
However, the Commission is required to assess the impact of
the PBS on the performance and development of the industry.

1 Policy coherence and stability

The Commission found that there is a strong link between the
ongoing development of the industry in Australia and the
coherence and stability of Government policy.

In a rapidly changing world, al industries face uncertainty in
their business environments and success depends on the ability
to adapt to change. However, for research-based
pharmaceutical companies, high R&D costs, long lead times in
new product development and governments extensive
involvement in markets make uncertainty a more significant
issue. As a result of rapid internationalisation of
pharmaceutical markets and domestic cost pressures, the
Australian industry is facing extensive change in its markets
and in its production and research activities.
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Australiais perceived
as a favourable
investment location ...

... but there are
negative perceptions
of some policies.

The NMDP
brings together ...

... pre-market
assessment ...

...the PBS...

Australia is seen by industry decision makers as a favourable
location on both economic and political considerations.
However, a number of factors under the control of
governments have reduced the attractiveness of the operating
environment by increasing uncertainty. In broad terms,
investment is claimed by the industry to be lower than it would
otherwise be due to perceptions of:

« inconsistency of the Commonwealth Government’s policy
stance towards the industry—for example, PBS cost
containment practices, failure to address satisfactorily the
tension between health and industry policy and problems
in administration of the Factor f scheme;

+ unresponsiveness of PBS policy—particularly to
developments in health policy in Australia and elsewhere
in the world; and

« uncoordinated administration—particularly of closely
related and interacting pricing, tax and intellectual
property rules and drug evaluation and scheduling
policies.

The Commission has assessed these claims in order to identify
the maor impediments to the future development of the
industry and to comment on whether the community is
receiving value for money from the financial support currently
provided through the Factor f scheme.

2 Government policies affecting the industry

Government health and industry policies have a significant
impact on the pharmaceutica industry in Australia
Commonwealth policies relating to pharmaceuticals are
brought together in the National Medicina Drug Policy
(NMDP).

Consumers and manufacturers alike recognise the legitimate
role of regulation in protecting public health and safety. The
Therapeutic Goods Administration (TGA) undertakes pre-
market assessment of pharmaceuticals to ensure their safety,
quality and efficacy. Detailed schedules specify the ways that
drugs may be sold: on prescription only, from a pharmacist,
through a pharmacy or unrestricted. The advertising and
labelling of products are also tightly regul ated.

The PBS subsidises all consumers for pharmaceuticals whilst
targeting extra assistance to those most in need via

XXX



OVERVIEW

concessiona copayment and safety net provisions. It is one of
60 hedlth related programs provided by Commonwealth and
State Governments and accounts for approximately 78 per cent
of total prescription drug sales. In 1994-95, over 118 million
scripts, costing $2.4 billion, were provided under the PBS.
The Commonwealth Government contributed $2 billion to the
total cost and consumer copayments were $445 million. The
Government contribution represented 13 per cent of the total
Commonwealth health budget.

National Medicinal Drug Policy
The four arms of the NMDP are:

e The supply of medicines of established and acceptable quality, safety, and
efficacy. The standard of medicina pharmaceuticals is assured through the
activities of the Therapeutic Goods Administration (TGA) and the Australian Drug
Evaluation Committee (ADEC).

 Timely, reliable and affordable access by the community to necessary medicines,
made possible through the PBS.

*  Thequality use of medicines by health care providers and consumers. A key body
developing this arm is the Pharmaceutical Health and Rational Use of Medicines
Committee (PHARM).

* The maintenance of a viable pharmaceutical industry, which is the role of the
Department of Industry, Science and Tourism (DIST), through the Factor f
scheme.
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... the quality use
of medicines ...

Government outlays on the PBS are rising, both in real terms
and relative to the total health budget. Real outlays have
increased by 8 per cent annually in the decade to 1994-95,
making it the fastest growing health care program. They are
projected to grow in real terms by 7 per cent each year over the
next five years.

The Australian Pharmaceutical Advisory Council (APAC) and
the Pharmaceutical Heath and Rational Use of Medicines
Committee pursue research and consumer education projects
aimed at ensuring that pharmaceuticals are used appropriately.
Expenditure on education related to quality use of medicines
was $3 million in 1993-94.
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How Factor f works

The Factor f scheme grants notional price increases for PBS products in return for
increases in activity. It is called ‘Factor f' because factors to be taken into account in
setting prices are identified alphabetically—industry activity is the sixth factor. The
main features of the scheme are that:

e companies are eligible to enter the scheme if they meet and maintain increases in
eligible activity (R&D and value added production), or otherwise prove they are
making a significant contribution to internationally competitive production in
Austraia;

e payments are a maximum of 25 per cent of the value of additional activity over the
level that existed in the base year (typically the year before the company entered
the scheme);

e payments are translated into notional price increases for PBS products. The
maximum price increase is to the level of the average European price of the
product. The actual prices of the products are not affected; and

e paymentsto companies are made quarterly in arrears.

The Pharmaceutical Industry Development Program, introduced in
1987, aimed to encourage the development of a viable pharmaceutical
... and Factor f, industry in Australia. The Factor f scheme was the centrepiece of this
costing $1 billion. program. Phase | of the scheme commenced in 1988. Phase Il
commenced in 1992 and runs until 1999. Tota Factor f funding to
1999 is around $1 hillion dollars. The scheme is the largest budget
item of specific sector payments to manufacturing.

Factor f budgeted payments and commitments, 1988—-99, $ million

Payment and commitments Export Domestic R&D Total
value added value added
Payments
Phase | 128 24 18 170
Phase I 368 367 77 812
Tota 496 391 95 982
Commitments
To 30 June 1994 (Phases | and I1) 582 847 244 1673
Tota Phases| and Il 1900 1900 540 4340
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The global industry
islarge...

3 The pharmaceutical industry

The globa pharmaceutical industry is large, with annual sales
of about US$215 billion in 1994-95. Prescription or research—
based products account for about 80 per cent of global sales
with the OTC element making up the remaining 20 per cent.
The global industry has experienced strong sales growth of
over 10 per cent a year for an extended period. Australian
sales make up about one per cent of the world market.

The industry is dominated by large multinational corporations.
It features economies of scale in developing knowledge-
intensive products and manufacturing active ingredients and a
high level of risk in research and development (R&D). The
international  industry is generally considered to be
competitive, despite an increase in concentration in recent
years. Most of the large multinational companies have
formulation or packaging operations in Australia. There are a
small number of significant locally based companies such as
Faulding, Sigma, CSL and AMRAD.

1994-95.

Australian industry trends

Production: Estimated turnover less imports of just over $2 billion in 1993-94, up
from $877 million in 1987-88.

Sales:  $3.8 hillion (including exports) in 1994. Increased by over 200 per cent
between 1987 and 1994.

R&D: Estimated by industry at over $170 million in 1993-94 and projected to increase
to $250 million by 1997-98.

Exports: $770 million in 1994-95. Increased by $500 million since 1989-90.
Imports. $1.56 billion in 1994-95. Increased by $740 million since 1989-90.
Export/import ratio: Increased from 33 per cent to 49 per cent between 198990 and

Employment: Remained stable for 20 years. Currently around 12 000.
Share of GDP: Direct value added of $745 million representing 0.18 per cent of GDP.

Three features characterise pharmaceutical sectors in all
devel oped economies:

+ R&D and patent protection play a key role in company
success,
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..and R&D is
important.

Australian R&D
spending isaround
5% of sales.

« operations involve both significant risks and high
potential returns; and

+ they are subject to heavy government regulation.

The global pharmaceutical industry spends relatively more on
R&D than most industries, about 15 per cent of sales revenue,
to maintain a flow of new products onto the market. Success
in this area determines longer term profitability. It can take up
to US$400 million and 15 years to develop an origina
pharmaceutical product and perhaps only one in 5000
chemical compounds identified will eventually lead to a
marketable product. Besides uncertain R&D outcomes, there
are also major risks associated with new competitor products,
regulation and product liability.

Significant R&D is undertaken in Australia ($172 million or
5 per cent of sales in 1993-94) but this is considerably below
the world average mainly because multinational companies
draw on research done by their parents. The R&D which is
undertaken is generaly in the areas of product development
and clinical trias, athough it is increasingly being directed
towards basic and pre-clinical research. There are strong links
between pharmaceutical companies and specialist research
organisations, which account for about 40 per cent of all R&D
spending.

Export
prescription
16%

Domestic
OTC 24%

Shares of pharmaceutical sales and export destinations,
Australia, 1994

Sales Export destinations
Hospital ipti i~
ospi rescription
Private P g% P UK 5%

prescription 4%

Export OTC 2%

Other countries
42%

PBS Taiwan

46% 4%

Singapore
4%

New Zealand China 2%
30% Japan 2%
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The industry has
experienced strong
sales growth ...

... particularly export
sales to our region.

The global industry
isrationalising ...

Governments in most developed countries can have a major
impact on company and industry profitability. Governments
typically subsidise the cost of drugs to at least some members
of the community and regulate the conditions under which
drugs can be supplied.

The Australian industry and the local pharmaceutical market
have been growing strongly in recent years. The market is
dominated by sales of prescription products through the PBS.

Although direct comparisons are difficult to make, the level of
profitability of Australian pharmaceutical operations appears
to be lower than those of international companies.

Export sales have surged in the 1990s. Australia now supplies
pharmaceuticals to countries in the region, particularly New
Zealand, as well as to wider markets.

4 Australian industry in transition

International trends

Since the mid 1980s the industry has been going through a
major restructuring driven by both internal and external
factors.

A Kkey contributor to strong growth in demand for
pharmaceuticals is the ageing of populations which
increasingly require treatment for chronic and degenerative
diseases. New treatments are becoming more expensive.

Many different approaches are being adopted worldwide to
contain growing health care costs. They typically involve
measures such as controls over the prices or profits of
pharmaceutical companies, controls over usage of drugs, use
of copayments and making health care providers responsible
for containing their costs. By these means the magjor buyers of
drugs—governments and private insurers—are putting
pressure on company revenues.

There are also a number of important forces influencing
company cost structures and the pattern of supply of drugs.
These include rising costs of new drug development and
technological developments, particularly in the formulation
stages of production. For example, the expiry of the patents of
many major drugs developed during the 1960s and 1970s and
rising R&D costs have increased the difficulty of maintaining

XXXVI



OVERVIEW

... through company
mergers and plant
closures.

Thisrepresents an
opportunity for
Australia.

The Australian
industry has
considerable
strengths ...

... but the PBSisa
major weakness.

a new product pipeline. It is estimated that the cost of
developing a new drug will increase to about US$700 million
by 2000.

Multinational companies are responding to these trends in
demand and supply by horizontal and vertical rationalisation
and by moving their operations to the most strategic locations.
Such changes are directed at benefiting from economies of
scale in the production of active ingredients, formulation and
R&D and at acquiring research programs, potentia new
products and existing products in order to secure a long term
future. This has led to numerous plant closures, with the
prospect of still more. Having restructured their operations in
Europe, companies are seeking similar gains from their Asia—
Pacific operations.

Australia as an investment location

Changes to the international structure of the industry present
opportunities for Australia. But they also pose threats. The
outcomes for the local industry will depend on the strengths
and weaknesses of the Australian industry and Austraia's
relative attractiveness as an investment location.

Strengths and weaknesses

The Commission’s assessment of the industry’s key strengths
and weaknesses is shown in the table below.

Key strengths appear to be the ready availability of skilled
research personnel and opportunities for interaction with an
extensive network of publicly funded research institutions.
Location in the Asian region is also an important strength.

The main weaknesses are the operations of the PBS in holding
down prices, restricting indications for which certain drugs are
listed and causing delays in the release of new products onto
the market. The treatment of the industry by the Australian
Taxation Office (ATO) with respect to transfer pricing and
wholesale sales tax is aso seen as aweakness.

Emerging opportunities and threats

The Commission has assessed the opportunities and threats
facing the industry in its international and domestic
environment. Its future development path will be influenced
by the way it responds to these.
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Many of the multinational pharmaceutical companies have a
significant presence in Australia and their choices about future
directions are likely to play a large part in shaping the
development of the domestic industry. Ongoing global
rationalisation may lead to more devolution of previously
centralised activities such as R&D, providing further
opportunities for external linkages with specialist companies
and research institutes. On the other hand, surplus capacity in
manufacturing will continue to lead to a consolidation of this
function in fewer regional production centres.

Strengths and weaknesses of the pharmaceutical industry

Strengths Weaknesses
Research and . Good research infrastructure . Questions over adequacy of R&D
devel opment +  Research expertise infrastructure
. Research links . Shortages of specialist skills
. Clinical trial capabilities
Government . R&D assistance . Uncertainty about the long term
programs availability of assistance (esp. Factor f)
Government . Efficient registration process . PBS pricing
regulation . PBS listing process
o PBS volume constraints
. Policy inconsistency
. Scheduling inconsistencies
. Failure to implement Government
commitment to extend patent life
Other factors e Skilled local management pool e Difficulty in resolving taxation issues

. Proximity to Asian markets (transfer pricing and WST exemption)

. Efficient manufacturing base

The prospect of rapid growth in Asian markets has created
considerable opportunity. Australia represents an attractive
regional export base for subsidiaries of multinational
companies.

Reform s needed The mgor im_pediment appears to be the lack of attgntion t_hat
has been given to ensuring that the domestic policy
environment responds to the growing pressures on the PBS
and reflects global changes in pharmaceutical markets.
Significant problems still have to be resolved in a range of

to capture
opportunities.
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Government market
power keeps PBS
priceslow ...

... but some new drug
prices are higher.

other areas such as intellectual property regimes and coordinated
regulation. While the Factor f scheme has partly addressed these
problemsin the short term, there is awidely held view that it has been
unable to mask the need for more fundamental reform.

The Australian industry can use its strengths to take advantage of the
opportunities it faces if its policy environment can be improved.

5 Pharmaceutical Benefits Scheme

Under the PBS, the Commonwealth Government exerts considerable
market power over the supply of drugs and, particularly, the price it

pays.

Major issues for this Inquiry are the extent to which prices paid to
companies in Australia are lower than elsewhere and the extent to
which these lower prices affect companies’ locational decisions. The
Commission examined price information provided by companies and
price comparison studies from a number of sources.

Most information on relative prices available to the Commission
suggests that PBS prices remain significantly lower than international
prices but the difference is narrowing, particularly for new drugs.

Comparisons of prices paid to pharmaceutical companies

Sudy

Year  Benchmark countries Products Aust. price as per cent of overseas
average price

Parry & Thwaites
BIE

APMA

APMA

PBPA

PBPA

Unweighted (%) Weighted (%)

1987 11 OECD countries top selling 55
1990 European Union top selling 55
1995 OECD top selling 71 54
1995 OECD new 85 70
1996 UK top selling 84 67
1996 UK new 92 83

Low prices save
taxpayers $860
million ...

The Commission estimates that the Government’s use of market
power saves taxpayers up to $860 million a year.

The effect of price suppression will vary across the PBS market. One
way of categorising the market is as follows:
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e Category 1 drugs—unique, breakthrough drugs
that are the only effective form of treatment and
where there is no direct comparator;

o Category 2 drugs—drugs that are first in a new
therapeutic class with equivalent efficacy as other
drugs but with quality of life and/or safety
improvements, including better modes of delivery
of activeingredients,

e Category 3 drugs—'me-too0’ drugs in the same
chemical family with no additional benefits; and

e Category 4 drugs—out of patent products.

Price suppression under the PBS is likely to have a
different effect for each category.

Some companies have temporary market power when
their products have no close substitutes (category 1).
At the other end of the market (category 4) there is

_ but this comes fierce competition between similar products.

at a cost. Where government chooses to exercise market power
by holding down prices below levels in comparable
countries or by imposing other restrictions, drug
availability and industry activity in Australia could be
adversely affected. It may be possible to compensate
for these effects directly—by negotiating higher prices,
or indirectly—by funding programs designed to buy
back some of the lost activity. However, such
intervention may result in inefficient outcomes, unless
the sections of the market with the greatest adverse
effects can be targeted. It appears to the Commission
that the case for any intervention is strongest for
innovative products (categories 1 and 2).

Impact of the PBS on availability of drugs

Given increasing drug costs, it will become more
difficult to maintain current subsidy arrangements for a
broad range of drugs. The tension between the
Government’'s need to contain PBS outlays and
companies’ willingness to supply pharmaceuticals on
the Government’s terms can limit drug availability to
the community. If this occurs the health and wellbeing
of the community may be affected.

The Government tries to contain costs in various ways

XL



OVERVIEW

Access to some
drugsis delayed or
rationed ...

... causing
considerable
pressure on
the PBS...

which may have a direct or indirect impact on availability.
When faced with an unacceptable price offer, a company can
try to negotiate a better dea, leading to some delay in
availability, permanently withhold the drug from the
Australian market or supply the market outside the PBS.
Some drugs are listed for alimited set of indications—they can
be prescribed only for narrowly specified medical conditions
or only after other treatments have failed. Cost effectiveness
analysis, which now must be undertaken prior to listing, may
narrow the range of indications. Another way is to require
health professionals to seek specific authorisation for the
drug's use from the Health Insurance Commission thus
encouraging substitution with alower cost alternative.

Companies trading internationally may be reluctant to supply
to the PBS if they fear that buyers in other countries will take
Australia’s low prices into account. Participants argued that
such benchmark pricing is becoming increasingly common,
particularly for innovative drugs. While there is limited
evidence of benchmark pricing with Australia, the threat of
this practice could affect decisions about the supply of drugs.

There is evidence that the community’s access to some drugs
or important applications is adversely affected by the PBS, but
to date these effects have not been significant. Austraia
currently has a comparable range of drugs to other developed
countries.

However, this position is unlikely to be sustainable because
the limiting of the market and delays in listing together have a
significant impact on sales volumes of some drugs. When low
prices are taken into account the overall impact of the PBS has
been to reduce the sales revenues of some companies,
increasing the risk of non-supply.

The subsidised supply of pharmaceuticals is aready under
considerable pressure which can be expected to increase over
the next few years. The Government will want to contain
costs in the face of an ageing population of consumers
demanding higher cost drugs for a broader range of
indications. Companies will be less willing in the future to
accept prices or market restrictions that are less favourable
than overseas. Increasingly, the Government will have to pay
prices and impose restrictions at levels much closer to
international norms.

However, increasing pressure for lower drug prices in other
countries will narrow the gap between Australian and world
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prices. This will reduce the adverse effects of the PBS on drug availability and
industry activity.
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... towhich the
Government will have
to respond.

The PBS may
constrain industry
growth ...

... either directly ...

In attempting to maintain equitable and timely access to
pharmaceuticals, the Government could respond by simply
extending the use of current strategies—further copayment and
safety net changes, encouraging generic substitution and
providing more education on appropriate use. Such measures
are only likely to be temporary and their use will not reduce
current uncertainty.

Alternatively, given overseas trends and domestic pressures,
the PBS may evolve into a more selective scheme, based on
means testing eligibility, different subsidy arrangements or a
more restricted listing of drugs. Other means of funding and
supplying drugs may emerge through mechanisms such as the
private prescription market, private insurance or adoption of
‘managed competition’ arrangements.

The impact of the PBS on industry activity

The next important question is the extent to which low PBS
prices, volume restrictions and listing delays reduce efficient
domestic industry activity. To evaluate this the Commission
examined evidence of activity that may have been ‘lost’ and
possible direct and indirect links between the PBS and a lower
level of activity.

Lost activity

Assessment of industry activity lost to Australia as a result of
the PBS is difficult because of the impossibility of knowing
what ‘might have been’ in the absence of a PBS. Also, the
separation of the negative influences of the PBS from other
influences on the performance of pharmaceutical companiesis
problematic.

Nonetheless, the Commission examined evidence from the
Bureau of Industry Economics (BIE) survey, information
provided by companies and some overseas evidence, notably
that of the New Zealand industry. The scope of the problem is
unclear in terms of the number of products and companies
affected.

Direct links

Despite limited objective evidence there are several direct
ways in which low PBS prices could depress local activity.

One frequently cited by participants was country of origin
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.. or indirectly ...

pricing—the practice of buyers in export destinations setting
their prices on the basis of the price in a product’s home
market. This would deter companies from production in low
priced countries.

The Commission found little evidence of explicit country of
origin pricing. A limited number of countries, which are not
currently maor export destinations for Austraian
pharmaceuticals, appear to use these policies. However, the
threat of country of origin pricing may affect multinational
company decisions about the location of production.

Another potential link is between the level of profits made in
Australia and activity. The evidence on this is unclear,
athough any effect is likely to be greater for Austraian
companies.

Indirect links

In the absence of strong evidence of direct links between PBS
prices and local activity, examination of this question must
rely on evidence of indirect links such as the contribution
which low PBS prices, volume restrictions and listing delays
make to the perceptions of Australia as an investment location
by multinational companies. Such indirect links are difficult
to demonstrate.

Investment decisions by multinational pharmaceutical
companies are complex and multi—-dimensional. They are not
only based on a range of specific economic factors (such as
prices, tax rates and return on investment) but aso on
companies perceptions of their operating environment.

Companies have indicated that low PBS prices are the most
important indicator of a generaly ‘hostile attitude in
Australia.  However, restrictions on indications and time to
listing are also significant negative influences on company
perceptions. Some broader factors are also viewed critically:

+ apatent regime that is less generous than in the US and
Europe;

« administration of transfer pricing policies by the ATO;
and

« the lack of a ‘whole of Government’ approach toward
industry leading to inconsistent treatment by different
Government Departments.

The Commission considers that low prices, volume constraints
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... but the overall
effect isunclear.

The Commission
evaluated the
Factor f scheme.

Its purposeisto
buy back efficient
activity ...

and listing delays under the PBS, combined with other policy
and process uncertainties, are likely to play a part in corporate
decisions about whether to locate activities in Austraia
However, the weightings given to these factors by individual
companies may vary.

Based on available evidence, the Commission concludes that
these factors appear to be depressing pharmaceutical activity
below the level that might be achieved in a deregulated
environment and impeding industry development.

The extent and significance of activity lost from price
suppression and other restrictions imposed by the PBS is
unclear. However, as Australia may have only marginal
attractions over other possible investment locations, even a
small increase in the risk associated with adverse perceptions
could tip the scales against Australia as an investment location.

6 Evaluation of the Factor f scheme

The impact of PBS price suppression on activity was
addressed by the Factor f scheme. Asrequired by its terms of
reference, the Commission evaluated the effectiveness and
efficiency of the current Factor f scheme. The effectiveness of
the scheme describes how well it meetsits goal. Its efficiency
refers to whether the realocation of resources brought about
by the scheme results in net benefits to the community.

To assist with the evaluation the BIE undertook a study based
on a survey of pharmaceutical companies responsible for
70per cent of PBS sdes. The results of this study,
information provided by participants and the Commission’s
own analysis, were taken into account. Additionally, the
comparative performance of participants in the scheme and
other pharmaceutical companies was analysed using
information provided by the Austraian Pharmaceutical
Manufacturers Association (APMA).

Effectiveness

Although some participants argued that the purpose of the
Factor f scheme is to promote industry development for its
own sake, the Commission considers that the scheme's
purpose is to restore efficient economic activity lost to
Australia as a result of PBS price suppression. Effectiveness
was evaluated against this goal by judging the success of the
scheme in recreating the types, level and pattern of activity
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which would have occurred in the absence of price
suppression.

Some companies which were likely to have increased their
activity were excluded from Phase Il of the scheme because of
imposed funding limits. Other companies were excluded
because they were unable to meet the eligibility requirement
that both R&D and production activity had to be undertaken.
This resulted in undercompensation for the effects of the PBS
on activity.

More importantly, some companies in the scheme, particularly
those which continued from Phase | to Phase Il, were
overcompensated. One result was that Phase Il payments are
roughly double the size of planned investments under the
scheme. Overcompensation came about mainly because the
payment rate was too high.

The anaysis of the comparative performance of Factor f
participants and other pharmaceutical companies provided
additional evidence of the impact of the scheme. It has
encouraged greater exports by participants, as would be
expected given the size of the financial inducement. For the

most directly comparable measure, value added in PBS type products, it appears that,
while the activity of Phase Il only participants grew faster than that of non-participants,
the overall difference in growth ratesis not significant.
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... but poor design
hampersits
effectiveness.

An efficient scheme
creates more benefits
than costs ...

The Commission concludes that a number of design features
of the Factor f scheme have reduced its effectiveness through
overcompensation of some participants, particularly those
continuing from Phase |, and undercompensation of some
excluded non-participants.

Efficiency

The efficiency of the Factor f scheme relates to the net
contribution it makes to the welfare of the Austraian
community. Its assessment involved comparing its costs with
the individual and broader community benefits generated by
the changes in resource use arising from the scheme. The BIE
calculated the benefits required for the scheme to break even
in a welfare sense. This was done separately for Australian
and foreign owned companies.

The Commission recaculated the BIE estimates of benefits
using different leakage, inducement and taxation assumptions.
The results of these recalculations confirmed the robustness of
the BIE estimates.

Estimating the benefits brought about by increased activity
under the Factor f scheme is significantly more difficult than
measuring the costs. Some of the benefits cannot be measured
at all, and others only imperfectly. The main types of potential
benefitsinclude:

+  the benefits arising due to net investment;
« theimpact on profitability; and

« qualitative benefits, including broader community benefits.
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Benefits required per dollar of induced activity for break even: various
assumptions, $

EVA DVA R&D

Foreign participants

IC estimate 0.25 0.22 0.22

BIE original 0.27 0.20 0.22
Australian participants

IC estimate 0.08 0.08 0.07

BIE original 0.05 0.04 0.04
All participants

IC estimate 0.22 0.20 0.13

BIE original 0.22 0.17 0.11
Note: EV A—export value added; DV A—domestic value added.

For foreign participants the results show that if the scheme is to be beneficia to the
Australian community each dollar of activity induced by Factor f must create at least
22 cents worth of these types of benefits. For Australian participants this break even
figure is considerably less (8 cents) because more of the benefits will be retained in
Austraia

There is evidence that some of these benefits have been realised in practice or are in
prospect. Many multinational companies now have a better understanding of the
capabilities of Australian manufacturers and researchers and this may result in future
activity not subsidised by the scheme. The benefits of increased investment induced
by the scheme can be expected to continue for some time beyond the end of Phasell.

Some important intra-industry linkages have been formed—for example, the strategic
aliance between Pfizer and the Institute of Drug Technology to manufacture active
raw materials. Moreover, the development of broader skills in the research community
and the equipment supply sector will allow new opportunities to be taken.

The Commission concludes that it is unlikely that the benefits generated by the current
scheme are large enough to cover its costs. The exclusion of some companies and the
scheme's high payment rate distorted activity away from that which would have
occurred without PBS price suppression. The scheme has not operated in a way which
enhances the community’ s welfare.

Had the payment rate been lower, say 15 per cent rather than 25 per cent, the benefits
required to break even for all participants would have reduced from about 20 cents to
10 cents per dollar of induced production activity. Because many of the scheme's
benefits are difficult to measure, a lower payment rate is more likely to give the
community assurance that the benefits of the scheme would exceed the cost. At the
same cost to Government a larger number of companies could have gained access to
the scheme.

Administration
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... but it isunlikely
that this occurred.

Allowing actual
priceincreases
would improve the
scheme.

The scheme was

poorly administered.

The administration of Phase Il of the scheme encountered
problems in the selection process, particularly after total
funding was capped.

It is evident that the grounds for entry to the scheme changed
well after the Phase Il selection process commenced. This
disadvantaged a number of applicant companies and associated
research organisations which had made commitments in
anticipation of funding. All applications were not assessed in
the same way, raising questions of fairness.

There is a lack of public information on the scheme's
operation.  Notwithstanding the large size of the total
payments and the small number of participants, there is little
publicly available information about payments to individual
companies and the activities they are undertaking in return.

To increase the scheme's flexibility the Pharmaceutical
Benefits Pricing Authority (PBPA) exercised considerable
discretion in its decision making. However, it has provided no
information on why it varied the payment rates and catch-up
provisions for some companies. Similarly, it declined to
comment on the basis for its decisions to exclude companies
from Phase |1 because the matter is before the Federal Court.

The Commission concludes that the Factor f scheme has
suffered from severe administrative problems and has not
operated transparently. These problems have contributed to
uncertainty about the operating environment, particularly for
companies excluded from Phase I1.

Completion of Phase Il

There are two issues to be resolved regarding the completion
of Phase Il of the scheme:

should companies receiving payments under the scheme
be able to extend payments and commitments beyond
1999; and

should the scheme be modified to allow the transfer of
entitlements into actual price increases.

The Commission advises against extending existing contracts.
Since companies themselves drew up their Factor f proposals,
they should bear the risks of not being able to complete their
commitments on time. It may also be seen as unfair by those
companies which missed out on Phase |1 funding.
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The Commission sees merit in alowing current Factor f
entitlements to be taken as actual rather than notional price
increases. This will help overcome companies country of
origin and benchmark pricing concerns and can be made to be

revenue neutral, although it will require some administrative changes.

Thereisa complex
process for PBS
listing ...

... leading to
unnecessary
delays...

... and dissatisfaction
with decision making.

Recommendation 1 (11.1 in text)

The Commission recommends that under the current
arrangements companies should have the option of
taking their remaining Factor f payments as actual rather
than notional price increases.

7 PBS process concerns

Participants have also brought many PBS listing process
concerns to the Commission’s attention. These have been
assessed to  establish  whether the processes impose
unnecessary costs or strike an inappropriate balance between
health and industry policy objectives.

Coordination and delay

When a company applies to have a product listed on the PBS
the PBAC first studies its therapeutic merits, community need
and cost effectiveness. The PBPA then, applying its pricing
factors, recommends a price to the Department of Health and
Family Services (DHFS) to be negotiated with the company.
The DHFS attempts to coordinate the process but no single
body has overriding responsibility.

Delays in PBS listing are of particular concern to the industry
because they reduce the limited period available to generate a
return while a product is under patent. Some delays arise
inevitably from the strategic negotiating behaviour of the
parties. However, the number of steps involved in applying
for listing and the lack of clear responsibility for overal
management may lead to unnecessary delay.

Transparency and accountability in decision making

The PBAC has significant discretion in decision making. Its
decisions take the form of advice to the Minister and are not
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subject to administrative appeal. The bases for some decisions are unclear to
stakeholders and there are inadequate arrangements to ensure accountability for
outcomes.

Similarly, the pricing decisions of the PBPA are not always understood by applicants.
Thereis alack of clarity in the application of the various factors required to be taken
into account in pricing. Moreover, the criteria applied in price
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Cost effectiveness
analysisisa

particular problem.

It appearsto be
inappropriately
applied.

reviews lack specificity and companies can be confronted with
major price reviews at short notice.

The industry policy objective of the NMDP is pursued only by
the PBPA and then only through the Factor f scheme. Such
considerations are excluded from price negotiations with
companies outside the scheme and from price reviews.

The Commission considers this to be a mgor failure of policy
coordination. However, it is unlikely that health and industry
objectives can be managed satisfactorily without reform of the
current fragmented organisational structures and complex
processes.

Cost effectiveness analysis

The most criticised aspect of PBS listing was the application
of cost effectiveness analysis to listing and pricing decisions.
Whilst the industry accepts that drugs should be considered in
terms of their economic benefits at the requested price, the
present approach is regarded as too prescriptive and influential
in price negotiations.

There are clams that cost effectiveness requirements are
primarily aimed a containing Government spending on
pharmaceuticals. In addition, more fundamental questions
concerning the theoretical underpinning of cost effectiveness
and the way it is applied have been raised. Evidence provided
to the Commission tends to support these criticisms.

The current guidelines, which are 80 pages long, require
companies to provide information developed in clinical trials
rather than collected in the market place. Importantly, the
methodology adopted compromises the reliability of the cost
effectiveness estimates as predictors of the ‘real value' of
drugs to consumers. Indirect and intangible benefits are
generally excluded and costs collected in clinical trias are
unlikely to be indicative of costs of real use.

Despite these methodological difficulties and data
deficiencies, there is evidence that undue weight is given to the
calculated cost effective price in pricing negotiations. This
calculation sets a celling which, if too low, may have an
adverse effect on drug availability and company revenues.
Innovative products (category 2) appear to be particularly
exposed to thisrisk.
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Using market
information will
improveits
usefulness.

The Commission has concluded that cost effectiveness
analysis in PBS listing will improve the use of community
resources if it is applied appropriately, but current
arrangements appear to have imposed unnecessary costs and
caused delays in the market availability of some drugs.
Australia could follow the lead of the few other countries
applying the technique by only specifying broad principles in
guidelines.

One way of increasing the accuracy of the estimates of cost
effectiveness and reducing compliance costs would be to
encourage companies to provide clinical trial information
based on expected actual use of drugs. Companies could be
given an option of undertaking the analysis after two years of
marketing. Products could be provisionaly listed on the basis
of their therapeutic vaue and community need after an
appropriate price has been negotiated. If, after two years, they
were found not to be cost effective they would be ether

retained at a reduced price or removed from the PBS.

Recommendation 2 (10.1 in text)

The Commission recommends that companies should have the option of
delaying cost effectiveness analysis for two years to allow for the collection of
costing data based on actual use.

To address these concerns with the listing process, the
Commission has also proposed organisational changes to
rationalise the functions of the PBAC and PBPA and a process
review to identify ways of improving their operations.

Organisational changes

The role of the PBAC is to make recommendations to
Government on the drugs that should be listed on the PBS to
meet the headth needs of the Austraian community. This
objective would be better met if the clinical and economic
components of the listing decison were separated and the
latter made an integral part of price negotiations. To achieve
this, responsibility for evaluating cost effectiveness analyses
should be moved from the PBAC to the pricing authority.
This would alow the PBAC to bring its clinical skills to its
consideration of the relative efficacy of drugs and the
community need for them. Rationalisation of functions would
enable the pricing authority to apply the economic tools and
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An independent
pricing authority
should be
established ...

skills necessary to undertake informed negotiation of drug
prices.

However, as current pricing arrangements do not adequately
address the trade-off between health and industry policy
objectives a more fundamental organisational change,
involving the establishment of a truly independent pricing
authority, seems to be required. To ensure that inappropriate
cost containment and industry development pressures are
avoided this pricing authority would need to be independent of
both the health and industry portfolios. Accordingly, the
Commission considers that an independent PBS pricing
authority should be located outside the DHFS and DIST with
responsibility for:

+ maintaining a data base of prices, market shares and
indications for which drugs are available in Europe;

« evaluating cost effectiveness analyses,
+  negotiating prices,; and

« recommending which drugs should be listed at these
prices.

At present the DHFS does not maintain a data base relating to

the sale of drugs in overseas countries. To properly apply al its pricing factors and
negotiate appropriate prices it is important that the authority has access to this

information.

Recommendation 3 (8.1 in text)

The Commission recommends that a data base of Australian and international
pharmaceutical prices, volumes and market shares be established.
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... and PBSlisting
procedures be
reviewed.

The Factor f scheme
was an attempt to
address these
problems...

A process review

In view of the impact of the listing process on the operating
environment of the industry, the Commission considers there
is an urgent need for the Government to establish a detailed
and independent administrative review of the PBS listing
process. An approach, similar to that used with success in the
Baume review of the TGA, would involve an intensive
examination over a short period of PBS listing arrangementsin
close consultation with the relevant agencies. This proposal,
which was made in the Draft Report, has received strong
support from all sectors of the industry, consumer groups and
health professionals.

The review should cover all aspects of the PBS listing process.
It should consider the appropriate use of economic evaluation
and better methods of price negotiation and review. In
addition, it should examine proposals to change current
organisational arrangements, including the Commission’s
suggestions that the pricing authority be made independent of
the heath and industry portfolios and that responsibility for
cost effectiveness analysis be transferred to this body. It
should also develop pricing guidelines.

Recommendation 4 (9.1 in text)

The Commission recommends that, as a matter of
urgency, the Pharmaceutical Benefits Scheme listing
process be subject to areview.

8 The case for intervention

For the past decade, the Government has addressed the
problems facing the pharmaceutical industry through financial
intervention—the Factor f scheme. However, if the PBS is not
serving the interests of the community, a better approach
would be to address the problem at its source, either by
reviewing impediments or better managing Government
interventions. This could involve reform of the PBS itself.

General intervention

The Commission has found that delays, volume restrictions,
complex administration processes and the current application
of the main pricing tool, cost effectiveness analysis, are
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... but they are better
addressed at their
source.

If thisis done,
thereisno

need to continue
Factor f.

reducing the welfare of consumers by denying them timely
access to some drugs and by rationing the use of others. While
these problems are not severe at the moment, they appear to be
worsening.

The PBS substantially enhances the welfare of the community
by facilitating access to drugs at subsided prices. However, it
will be more difficult to continue to do so to the same extent in
the future. Failure to reform the PBS could have significant
consequences for the industry, consumers and taxpayers. For
example:

« the current rate of growth of PBS budgetary expenditure
may not be sustainable—even if it is, it may proceed
without a commensurate improvement in heath
outcomes,

« current growth in domestic and export activity may
decline, leading to reduced employment in the industry,
reduced demand for the products of the industry’s
suppliers and fewer opportunities for the research sector to
build its links with multinational companies; and

« as companies become less willing to negotiate on price,
consumers may be denied access to the range of drugs
they could reasonably expect.

When taken together these consequences, and others, are likely
to reduce the Australian community’ s wellbeing. Accordingly,
the Commission has found that there is a case for generd
Government reform to improve the PBS environment.

Financial intervention

Asthe reasons to deal with the problems of the PBS go beyond
the impact the scheme has on the industry, any case for
financial intervention to compensate the industry for the
adverse effects of the PBS depends on:

« an inability to deal directly with the impediment to
continuing industry development caused by the PBS; and

« such intervention being able to bring net benefits to the
community.

As the Commission’s analysis of the current scheme shows, it
is difficult to design an intervention that assures value for
money.

Importantly, such an intervention could have unintended
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consequences. It is likely to be perceived as a ‘stop gap’ measure, reducing the
confidence of companies that Australia is prepared to undertake more fundamental
reform. Indeed, it could reduce the incentives on Government to proceed with PBS
reform.

The Commission has found no clear cut case for financial intervention.

9 Approaches to future intervention

The Government’ s response to the broader problems could be to:
«  reform PBS processes as recommended;

«  reform PBS processes and policy; or

« compensate for impediments associated with the PBS through financial
intervention.

The Commission has aready highlighted the need for an urgent review of the PBS
listing processes.

Such a review could be implemented quickly and has a number of benefits. Cost
effectiveness analysis, properly applied, may justify broader access to drugs for
consumers and higher prices for companies. Modified organisational arrangements
could ensure a more rational alocation of responsibilities between the PBAC and the
pricing authority. Clearer guidelines for the pricing authority in setting prices would
ensure that cost containment is not given inappropriate priority over health and
industry goals. Including relative weights for pricing factors in guidelines would allow
greater emphasis to be placed on relevant overseas prices. It would also give greater
certainty to the industry.

However, PBS process reform, while aworthy goal in itself, is unlikely to address the
full range of problems facing consumers, taxpayers and the industry. A number of
participants in this Inquiry pointed to the need for more fundamental policy reform.
There is a widespread perception that the PBS is subsidising drugs without full regard
to the consequences for the industry and consumers. This has direct implications for
the domestic revenues of companies and potential indirect consequences for the
international revenues of multinational companies. Moreover, the ad hoc adjustments
made to the scheme in the past have added to uncertainty. PBS policies will need to be
adapted to meet growing industry pressures for prices and market restrictions closer to
international norms.

The scheme in its present form is unlikely to be sustainable as Governments seek
better means of responding to consumer pressures by targeting their resources on
achieving better health outcomes for those in greatest financial and medica need.
With this in mind, the Council of Australian Governments has commenced a detailed
review of the potential to rationalise and integrate Commonwealth and State health
policies and programs. Inevitably, the PBS will come under increased scrutiny in a
broad health policy context.

LVII



THE PHARMACEUTICAL INDUSTRY

The terms of reference of the Inquiry do not allow the

... to better balance  Commission to make recommendations on the PBS.

PBSIi sEPr%(é)a e SQnsumer However, the Commission feels obliged to draw

na attention to the need to go beyond process reform and

to review the socid and economic policy
underpinnings of the PBS itself.

This is necessary in order to strike a better balance
between the interests of taxpayers, consumers and the
industry.

should %&q@m%’@es

quickly'...

Such a policy review could examine the most
appropriate ways of managing growing demand and
supply pressures, the level of access to subsidised
drugs for different community groups, the scope to
broaden the application of consumer copayments and
the most efficient and equitable way of providing the

If minimumreform  Subsidy.

cannot beachieved  Meanwhile, significant progress in improving PBS
quickly ... processes would require as a minimum that the pricing
authority, operating independently, would place
appropriate weighting on the range of pricing factors. These
would include prices in overseas markets and the real value of
drugs to the community as reflected in the proper application
of cost effectiveness analysis principles. If progress can be
made in these areas there would be no need for another Factor
f type scheme.

However, should the Government decide that fundamental
reform of PBS processes is not a current priority or likely to
take considerable time to implement, it could choose to
introduce a Factor f type scheme as an interim measure.

Revised Factor f scheme

The main design features of the Commission’s revised Factor
f scheme are:

»  Price increases apply to al patented products plus non-
patented innovative products.

... but PBS policy

should also be

reviewed ... » Payments are transformed into price increases. Price

increases are limited by EU prices. Companies have the

choice of taking a notional or actual price increase.

»  Theschemeisopen to al companies.

» Eligible activities are value added production and R&D,
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... the Government
might implement a
revised Factor f
scheme.

Other policies affect
the industry.

Pre-market
evaluation has
improved ...

not health promotion activities.

*  The same payment rate applies to all eligible activities (lower
than the current rate of 25 per cent, say, 15 per cent).

* An administrative threshold applies to limit the number of
claims received by the administrators. This threshold is a
minimum amount of payment due to the company in a given
time period.

e Only incremental activity is paid for.

* Incremental activity is measured against a three year moving
average base.

»  The scheme should be reviewed after five years of operation to
assess its effectiveness and efficiency.

The Commission has designed a scheme which avoids many of the
problems inherent in the current scheme. By having as few decision
distorting characteristics as possible and being easy to administer it
improves the prospects of the benefits to the community exceeding
the costs.

The Commission estimated the likely cost to Government of such a
scheme to be around $235 million over 5 years.

10 Other issues affecting the industry’s prospects

Apart from the PBS and the Factor f scheme, the Commission
identified regulatory, intellectual property and taxation issues as
important to the sector’ s performance and prospects.

Drug evaluation

The implementation of the recommendations of the Baume Review
of therapeutic goods regulation has led to significant improvements
in the timeliness of pre-marketing approvals for prescription
pharmaceuticals. However, concerns remain that Australia has yet
to achieve a uniform, integrated and nationa scheme for the
regulation of the safety and efficacy of drugs and the control of their

supply to consumers. In addition, Australia's drug regulatory processes are isolated
from those of other countries and, in a global market, this can add to companies’ costs
and delay consumer access to new products.

Following agreement between the Commonwealth and State Governments to
rationalise responsibilities, the Commonwealth Therapeutic Goods Act 1989 was
intended to lay the foundations for a nationally uniform system of pharmaceuticals
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regulation. The Act established the TGA as the central
ingtitution. At present, only Victoria has passed
complementary State legislation.

Recommendation 5 (14.1 in text)
The Commission recommends that all States and

... but needs to be Territories pass complementary legislation to
better linked to the broaden the application of the Therapeutic
rest of theworld ... Goods Act 1989 by adopting its provisions and

future amendments by reference.

The Commission concludes that some capability to
evaluate new products is required, if the Government is
to be able to respond to community interests. Such a
capability is part of the infrastructure expected by drug

companies and consumers. Aslong as the TGA continues to provide a competent and
cost effective service its drug evaluation function should be retained.

However, it is important that local drug evaluation is linked into the world regulatory
system. This can be achieved to an increasing extent by different measures—
international  harmonisation of standards and data requirements, exchange of
evaluation reports and by giving weight in evaluations to the decisions of other
countries. The TGA should continue to pursue these measures. Over time, Australia
should seek mutual recognition with the evaluation decisions of comparable countries.

Recommendation 6 (14.2 in text)

The Commission recommends that Australia, through the Therapeutic Goods
Administration:

continues to pursue harmonisation of standards and data requirements;

pursues further agreements to exchange evaluation reports and to undertake
joint evaluations;

while reserving the option of conducting its own evaluations, on a case-by-
case basis places greater weight on overseas approvals by regulators with
comparable standards and known expertise in a particular area; and

in the longer term, pursues mutua recognition of drug approvals with
countries with comparable regulatory standards while maintaining an
independent capacity to conduct evaluations where required by unique
Australian conditions or where requested by suppliers.
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The TGA s
constrained by its
institutional setting.

It should be a
Commonwealth
statutory authority.

Because of wide variations between Australia and New
Zedland’'s technical requirements and drug evaluation
procedures, therapeutic goods are to be given a temporary
exemption from the Trans-Tasman Mutua Recognition
Agreement. The Commission suggests that if a permanent
exemption is sought, the full costs and benefits of such a
course need to be considered by the Council of Austraian
Governments (COAG).

Institutional arrangements
As presently structured, the TGA isadivision of the DHFS.

Elsewhere there is a trend towards increased independence of
therapeutic goods regulators to facilitate better management.
For example, the UK has established a self-funded executive
agency, the Medicines Control Agency which has the
reputation as one of the most efficient regulators of medicines
in Europe.

The Commission considers that the TGA has the potential to
become a ‘lead regulator’, particularly in the Asia-Pacific
region. If it isto achieve this potential it needs to continue to
improve its performance and build its international reputation.
Benchmarking its regulatory outcomes with those of major

overseas agencies will assist, but its present institutional setting constrains it from
responding flexibly to national and international demand for competitive drug

regulation.

Over recent years, Commonwealth statutory authorities have been established for the
cooperative national regulation of food and agricultural and veterinary products. There
isastrong case for adopting asimilar institutional model for drug regulation.

Recommendation 7 (14.3in text)
| The Commission recommends that the Therapeutic Goods Administration be

... especially New
Zealand.

established as a Commonweal th statutory authority.
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Self-medication
provides benefits to
tHeeemsmunity.
dissatisfaction with
current scheduling
arrangements ...

... which don’t always
classify drugs
appropriately ...

Over the counter issues

Like the prescription sector of the industry, the domestic OTC
sector is experiencing strong growth, and the pressures of
international rationalisation are influencing its product
development and production operations. However, specific
forces are shaping demand for its products. In particular, the
sector is responding to an emerging trend towards responsible
self-medication by consumers.

Responsible self-medication promises considerable benefits
for both consumers and governments. If consumers have
access to a wider range of appropriate treatments and
information they will be able to manage their own health more
directly. Many consumers want to assume this responsibility.
To the extent that self-medication displaces less appropriate
and more costly health services, the pressure on Government
health budgets, including the PBS, will be reduced.

Inquiry participants raised many practical regulatory issues
which are impeding self-medication and the development of
the OTC sector. The scheduling system, which establishes the
rules for the prescribing and dispensing of medicines, is of
particular concern.

Scheduling

Many aspects of current scheduling arrangements have been
criticised in the Inquiry. In particular, the national
arrangements have no adequate legidative underpinning and
the processes of the National Drugs and Poisons Scheduling
Committee (NDPSC) do not meet modern administrative
standards for transparency, procedural fairness and due
process.

A joint Commonwealth/State body—the NDPSC—compiles
the Standard for the Uniform Scheduling of Drugs and Poisons
(SUSDP) which is issued by the Australian Health Ministers
Advisory Council (AHMAC). The standard itself has no legal
effect until it is adopted into State legislation. The
administrative nature of the decisions made under national
scheduling arrangements complicates their adoption into
legidation by the States. The Commission considers that the
arrangements should be put into legislation to allow the States
to take up the SUSDP and its amendments by reference.
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... but thereis
insufficient evidence
to change the
underlying structure.

Allocation of medicines to schedules

Medicines are currently scheduled as poison substances in a
single system aongside industrial, domestic and agricultura
products. Because poisons are aways dangerous, undue
weight can be given in scheduling decisions to the hazards of
using medicines. This bias may restrict access to beneficial
medicines. The scheduling of drugs should be conducted
separately from poisons.

Current schedule classifications and their practical application
do not ensure that pharmaceuticals are allocated to the most
appropriate schedule. For example, schedule 3 includes both
relatively safe and well-understood products such as
antihistamines and strong cough mixtures, and products more
likely to be dangerous, such as insulin, asthma and peptic ulcer
drugs. For effective scheduling, criteria need to be specified
which are risk related, clear, measurable and capable of being
applied objectively.

Classification problems are compounded by the lack of
transparent and accountable NDPSC administrative processes.
The Commission observed a lack of confidence in the
outcomes of these processes among many participants.

Schedule 2 (pharmacy only) and schedule 3 (pharmacist only)
create two intermediate classes of drugs between prescription
only (schedule 4) and general sale status. This uncommon
feature of Australia’'s scheduling system adds to costs and

potentially reduces retail competition.

In the Draft Report the Commission sought participants’ views on the likely effects of
discontinuing schedule 2 or schedule 3 listings. Most respondents supported retention
of both schedules provided the scheduling system itself is reformed and consumers
receive the professional advice required when drugs are sold in pharmacies.

The Commission considers the counselling role of the pharmacist to be the dominant
consideration. However there is little available information on the effectiveness of
pharmacist counselling. The case for the two schedule categories will be much
stronger if such counselling can be shown to contribute to improved health outcomes.

Recommendation 8 (15.1 in text)

The Commission recommends that both schedule 2 ‘pharmacy only’ and
schedule 3 ‘pharmacist only’ be retained, pending further research into the role
of pharmacist counselling in ensuring improved health outcomes and the
monitoring of the extent of such counselling.
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Rescheduling

Severa participants proposed changes to the way drugs are moved between schedules.
At present, products can be switched from one schedule to a less restrictive schedule if
they are assessed to require alower level of supervision by a health professional.

Drug advertising is
regulated by
Government and
industry.

Where appropriate,
brand advertising for
S3 products should be
allowed.

Current practices for
rescheduling drugs
aretoo rigid.

The Commission considers that rescheduling decisions need to
be guided by a more explicit approach which attempts to take
into account broadly defined health and economic costs and
benefits. In particular, drugs that meet the requirements of a
schedule should be put on that schedule and not on a more
restrictive schedule as atransitional measure. The requirement
for two years of Australian marketing for new drugs before
rescheduling is applied too rigidly without due regard to
evidence of overseas use.

Advertising

Advertising is one of the maor sources of information on
diseases and their treatments. It is regulated directly by
Government and through self regulation arrangements by
industry groups.

The main issue raised by participants relates to restrictions on
the advertising of schedule 3, or pharmacist only, medicines.
At present, these products can be advertised generically to
consumers, but not by brand name. Thisis claimed to depress
sales and inhibit consumers access to an important class of
OTC products.

There is insufficient information about the health outcomes of
advertising of pharmaceutical products to adequately assess
the impact of such advertisng. However, as a generd
principle, the Commission considers governments should
avoid placing restrictions on peoples’ access to information.

The Commission has concluded that indirect advertising can
provide public benefits by raising awareness of schedule 3
products. Whether brand advertising of these products
provides health benefits is not clear and each case should be
judged on its merits.

Recommendation 9 (15.2 in text)
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Thereis scope to
combine registration
and scheduling.

The Commission
proposed options.

The Commission recommends that, where it can be
demonstrated that brand advertising of particular schedule 3
‘pharmacist only’ products will lead to improved health
outcomes, such advertising should be permitted on a case by
case basis, subject to appropriate industry self-regulation.

Reform of scheduling and registration processes

To address fully many of the more fundamental concerns about
current scheduling arrangements requires reform of the process itself.
At aminimum thisinvolves:

the establishment of an appropriate legidative base, which
secures national uniformity of schedules;

« aset of objectives for the scheduling body, defined by legidation;
and

+ the development of a transparent, accountable and fair
administrative process.

Additional benefits are avallable if the current processes of
registration and scheduling are streamlined or unified. For example,
product sponsors would be able to make a single application and
consistent decision criteria would reduce the costs of delay, lack of
uniformity and errors.

In the Draft Report, the Commission proposed options for the reform
of present scheduling and registration institutional arrangements.

The first option maintained current separation of scheduling and
registration but proposed a new national body with responsibility for
scheduling.  The quasi-national nature of existing scheduling
arrangements (NDPSC/AHMAC) could be recognised formally by
creating a national scheduling authority, with a structure and role
similar to that of other national bodies established cooperatively in
recent years.

The second option combined registration and scheduling. The
Commission identified alternative ways of doing this:

+ the Commonwealth and States could implement a cooperative
national drug evaluation and scheduling process through the
TGA; or

+ the States could allow the Commonwealth, through the TGA, to run a combined
scheduling and registration process.
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The Commission considers th

at the Commonweath Government should cooperate

with the States and Territories in establishing the TGA as the appropriate body to

undertake scheduling.

Recommendation 10 (15.3in text)

The Commission recommen

Patents are
important to the
industry.

Thereis scope to
provide a period of
patent term
restoration ...

ds that the scheduling of therapeutic goods becomes
the responsbility of the Commonwealth
Government under the Therapeutic Goods
Administration.

Placing responsibility for scheduling decisions on a
Commonwealth body does not mean there is no role
for the States. State Governments have established
administrative mechanisms for the regulation of retall
pharmacy. State agencies would be relied upon to
enforce national scheduling arrangements in the market
place.

Intellectual property issues

Given the high risks and costs involved,
pharmaceutical companies rely on a period of patent
protection of successful products to secure an adequate
return on their total investment in R&D.

In 1987, the Commonwealth Government extended the
general sixteen year patent period by four years for
pharmaceuticals. At the same time it introduced a two
year springboard provision (the period in which generic
manufacturers can commence approval processes).
Springboarding was removed in July 1995 when a
standard 20 year patent term for al products was
introduced to implement Australia s obligations under
the Trade Related Intellectual Property Agreement
(TRIPs) as part of the Uruguay GATT Round.

Effective patent period

The effective patent term can be significantly reduced
when a pharmaceutical product must go through a pre-
marketing regulatory approval process. For this
reason, many countries have extended patent terms to
dlow time lost in ganing mandatory marketing
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... aperiod of
springboarding ...

... and some
protection for trial
data.

approval to be added to the original patent period. The cost to
the community of such patent extensions is the restriction of
competition from companies that produce off patent products.

The Government has made a commitment to provide an
equivalent level of intellectual property protection to that
provided by comparable overseas countries. Its favoured
approach of a 15 year effective patent life, running from the
date of Australian product approval, is close to the restoration
term applying in the European Union (EU). The EU term
covers, and in some cases may exceed, the period required to
compensate for regulatory delay.

The Commission has found that the delay in implementing this
commitment is causing uncertainty and concern in the
industry.

Springboarding

Domestic generic  manufacturers favour springboarding
primarily because it allows them to enter the market as soon as
the patent expires. In addition, they are concerned about the
competitive consequences for them if Australia does not allow
springboarding when it is permitted in other major supplying
countries. Should this situation develop, a sudden decline in
the sector’ s market shareislikely.

The Commission considers the main argument in favour of
springboarding is to provide parity between Australian generic
producers and generic importers.

As the currently favoured effective patent period approach can
offer greater protection than is required to compensate for
regulatory delay, there is scope to introduce a period of
springboarding consistent with the objective of providing
equivalent protection to comparable overseas countries.

Data exclusivity

Australia, as a party to the TRIPs agreement, is required to
protect from ‘unfar commercia use data submitted to
Government to obtain regulatory approval for pharmaceuticals.
A policy to implement this obligation has yet to be adopted by
Government.

Providing a period of ‘data exclusivity’ during which
regulators cannot apply confidential information to their
consideration of applications for registration from competing

products or share it with other regulators adds to the level of intellectual property
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Tax is another
important issue.

Transfer pricing
administration

could be improved ...

protection. It will, however, lead to some duplication when
drug registration applications are made by other companies.

If commercial confidentiality cannot be assured, there is
potential for new drugs to be withheld from the Australian
market and it is important that Australia’s obligations under
TRIPs be clarified as a matter of urgency.

Taxation issues

Australia’ s corporate taxation requirements and administrative
processes are significant issues for the sector. A 1995 APMA
survey ranked Australian taxation third in the list of negative
factors cited most frequently as impeding business
development and new investment, and it has achieved greater
prominence since.

Transfer pricing

A key tax concern relates to transfer prices—the prices
charged in international dealings between related parties.
They largely determine revenue and costs, and hence taxable
profits, of the related partiesin different tax jurisdictions.

A significant number of companies are critical of the ATO
administration of transfer pricing. They consider that the ATO
has endorsed the OECD gquideines in principle but, in
practice, is administering them in a contrary way. Many
detailed complaints were provided by companies which, in
some cases, had been negotiating with the ATO over specific
assessments for over ten years.

The ATO has stated that its approach is consistent with OECD
guidelines on transfer pricing. It noted that its main
differences with industry relate to the effect of the PBS on
company profitability and choice of transfer pricing
methodology. It has acknowledged that the time, resource and
financial costs associated with resolution of transfer pricing
disputesin its audit process are unacceptable and that it will be
taking steps to resolve these problems. It has pointed out that
companies wanting to minimise risk and uncertainty have the
option of negotiating an Advance Pricing Arrangement which
determines, in advance, how matters of significance in a
company’ s transfer pricing arrangements are to be treated.

The ATO has a responsibility to target industries, such as the
pharmaceutical industry, where significant tax revenue is most
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... and wholesale
sales tax
arrangements
clarified.

a risk from transfer pricing arrangements. However, given
that companies are required to self assess and are subject to
pendlties for incorrect assessments, they reasonably demand
clear and concise guidelines on the ATO’ s expectations.

The Commission concludes that administration of transfer
pricing policy by the ATO in the past has had a negative
impact on the operating environment for some companies in
the pharmaceutical industry.

However, the Commission recognises that the ATO is
initiating processes to address this situation.

Wholesale sales tax exemption

Drugs and medicines are exempt from wholesade saes tax
(WST). In arecently released draft sales taxation ruling, the
ATO classified goods as drugs and medicines for the purposes
of WST exemption only if they are ‘marketed principally’ as
drugs and medicines. The effect of the draft ruling is to
potentially impose WST on arange of OTC products that were
previoudy exempt from tax. A fina ruling, promised in
January 1994, has yet to be issued.

Some participants believe that all goods on the Australian
Register of Therapeutic Goods (ARTG) should be exempt
from tax. They argue that this would ensure consistency
between different arms of Government administration while
providing certainty and reducing administrative costs for
industry.

They are also concerned about the ATO’'s approach to the
WST exemption. In determining exclusions the ATO has
moved away from its usua product by product approach and
suggested a blanket approach to classifying broad product
groups. This could have the effect of excluding products from
the WST exemption which are, in fact, principally marketed as
drugs and medicines and generally located for retail sale with
other drugs and medicines.

The ATO has noted the different purposes of therapeutic goods
and sales tax legidation. According to the ATO, the purpose
of the former is to ensure safety and efficacy of certain goods,
while the purpose of the latter is to raise revenue by
determining which goods are subject to sales tax and which are
exempt.

While accepting this view of the purpose of WST policy, the
Commission considers that it is the ATO’s responsibility to
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provide taxpayers with clear and concise guidelines on the interpretation of tax law.
The departure from past practice and the lack of clarity of the draft sales tax ruling
have increased uncertainty and imposed costs on the industry. Early release of afind
ruling will alleviate some concerns.
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The Commission’s
proposals should be
drawn together ...

... and implemented
in stages over 2
years.

11 Implementing change

The picture of the pharmaceutical industry’s performance and
prospects emerging from this Inquiry was complex but
encouraging. Both the prescription and OTC sectors are
adapting to the changes imposed by world-wide rationalisation
in manufacturing and research. But parts of the policy
environment of the industry are not responding to the pressures
on them to meet consumer needs and to allow the industry to
fulfil its potential.

The Commission looked behind these broad trends to identify
remaining impediments to development and to comment, in
particular, on whether the community is receiving value for
money for the support provided to the sector.

The need to improve Australia's pharmaceutical policy
environment has been recognised by the Commonwealth
Government. Current industry policy is to introduce a broadly
based program of assistance to offset the impact of the PBS
when the existing Factor f program expiresin 1999.

The Commission suggests that the various strands of its
proposals be drawn into a package of reforms which should be
implemented quickly and with vigour. The body responsible
for implementation must have the authority and Government
support required to take a whole of Government approach. It
will need to be able to initiate change to existing institutional
arrangements and to conduct relevant Commonwealth and
State negotiations.

The Commission has proposed a two stage implementation
program. The first stage gets reform started and lays
foundations for the implementation of later change. The
second stage implements the detailed changes emerging from
the PBS process review and consolidates other changes.

The Commission recognises that this program is ambitious,
but given sufficient priority, it could be achieved within two
years. If it is started without delay, it could be substantially
completed before the expiry, in 1999, of current industry
development arrangements.

The Commission’s proposals, if fully implemented, can be
expected to have widely beneficia effects on industry
participants and the community. Pharmaceutical companies
will benefit from more flexible price negotiations, and prices
will better reflect the value of new drugs to patients.
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Implementation Stage 1: 6 Months

PBSreform

General regulatory reform

Interim arrangements

Implementation Stage 2: 12 to 18 Months
PBSreform

General regulatory reform

Announce decisions regarding future approach (PBS process and policy reviews,
intellectual property, scheduling and independent TGA).

Undertake Baume style review of PBS processes.
Establish PBS policy review.
Commence collection of international pricing, volume and market share data.

Establish independent TGA and introduce regular international benchmarking.

Commence negotiations on combined scheduling and registration arrangements
with the States.

Implementation of intellectual property policy.

Modify Factor f Phase Il to allow payments to be based on actual prices.
Introduce an option to delay cost effectiveness analysis for 2 years.

Implement PBS process reforms, including modified cost effectiveness analysis.
Establish independent pricing authority to implement new pricing guidelines.
Finalise PBS policy review.

*  Absorb scheduling into independent TGA.

Consumers may gain earlier access to new pharmaceutical
products for a wider range of applications. Better information
about medicines through appropriate advertising will allow
them to take a greater role in the management of their own
health. Health professionals and the research community will
also be affected by proposed changes to the PBS and drug
regulation.

Pharmaceutical research, manufacturing and supply is an
important Australian industry with strong prospects. The
challenge for governments is to introduce and sustain
integrated policies which, while directed at improving the
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performance of the industry, enhance the health and wellbeing of all Australians.
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1 THE INQUIRY

This Chapter outlines the scope of the Inquiry, the approach taken by
the Commission and the structure of the Report.

1.1 The reference

The Assistant Treasurer referred the pharmaceutical industry to the Industry
Commission on 9 June 1995 for inquiry and report by 14 March 1996. The
Commission was subsequently granted a six week extension of time.

The Inquiry’s terms of reference ask the Commission to report on and
recommend ways to improve the overall economic performance of the
Australian pharmaceutical industry and its contribution to the performance of
the Australian economy. The terms of reference were developed by
Government in consultation with the pharmaceutical industry.

The Inquiry is mainly concerned with the activities of the companies which
manufacture, import or market pharmaceuticals. However, the Inquiry extends
to all phases of pharmaceutical industry activity, from research and devel opment
(R&D) through to manufacturing and export. It aso covers the institutional
research framework associated with the industry, including linkages to
universities and other research institutions.

Both the prescription and the over the counter sectors of the pharmaceutical
industry are covered. The biotechnology sector is considered to be within the
scope of the Inquiry. Similarly, vitamins and mineral supplements are included.

Although pharmaceutical companies often manufacture, import and distribute
veterinary drugs, the Inquiry did not examine the institutional arrangements and
regulatory measures associated with these products.

The terms of reference preclude the Commission making recommendations
about the Pharmaceutical Benefits Scheme (PBS) itself, or the supply of
pharmaceuticals under the PBS. However, the Commission was required to
assess the impact of the PBS on the performance and development of the
industry.
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1.2 Key Inquiry issues

Central to this Inquiry is the impact of current institutional and regulatory
arrangements on industry structure, performance, international competitiveness,
resource allocation and growth prospects.

Particular concerns about the Factor f scheme include:
« how effective it has been in achieving its objectives;
« how efficiently it has met its objectives,

« how well the scheme was administered; and

- if its continuation can be justified, what changes to the scheme, if any, should
be made.

The industry is influenced by multinational pharmaceutical companies
decisions on the relative advantages (and disadvantages) of Australia as a base
for all phases of pharmaceutical activity. How these decisions are made is an
important consideration.

There are a number of issues related to the impact of the PBS on the industry,
including the level of PBS prices, PBS listing processes, including the
application of cost effectiveness criteria and the current approach to
containment of costs to Government.

In addition to the PBS, the regulatory environment has a significant impact on
the growth and export potential of the industry. Of particular concern are
taxation and intellectual property laws and general Government policies as they
relate to the sector, including:

« transfer pricing provisions, which regulate the taxation on profits derived
from related party transactions, and clarity of the specification of wholesale
sales tax arrangements,

« proposed patent restoration provisions which affect the effective life of a
patent on a product; and

« general assistance measures designed to encourage local R&D and export
activity.

Other issues under reference are:
» the National Medicinal Drug Policy;
« emerging national and international trends affecting the industry;

- the potential for the industry to capture a greater share of the global
pharmaceutical market;
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« the effectiveness of the current links between pharmaceutical companies and
universities and research organisations; and

« measures which could contribute to the efficiency, growth or export
development of the industry.

1.3 The Commission’s approach

In line with its Act, the Commission approached its consideration of the issues
in the Inquiry from the perspective of the community as a whole. Although the
reference focuses on the pharmaceutical industry, the Commission aimed to
ensure that its recommendations to improve the industry’s economic
performance and development also enhance the welfare of the community
generally.

In this Inquiry, as in al its inquiries, the Commission has had regard for the
established economic, social and environmental objectives of Government and
the effect of those objectives on the industry. In addition, the Commission has
aso taken account of the established heath objectives of Government, as
specified in the terms of reference.

Further, the Commission has identified groups in the community which would
benefit from, or be disadvantaged by, any suggested changes. It has also
discussed how these changes might be implemented.

Some participants expected the Commission to set out a vision for the future of
the industry and devise an industry development plan to achieve that vision or to
propose targets for future levels of particular industry activities, such as R&D.

The Commission considers any such planning initiatives should be undertaken
by companiesin the industry rather than by a government body. A large amount
of information is required for such complex tasks, which is generaly
Inaccessible to government. However, the Commission has played a facilitating
role by examining and reporting on the views put to the Inquiry.

Further, the Commission acknowledges the importance of government in setting
an appropriate policy environment to allow the industry to fulfil its potential.
The Report makes a number of recommendations which identify and remove
regulatory and institutional impediments. Other recommendations am to
provide the industry with future government policies which are as coherent and
stable as possible.
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1.4 Inquiry process

In preparing this Report, the Commission has drawn on its own research and on
participants submissions, information tendered at preliminary discussions with
a cross section of interested parties, round table discussions with invited
participants, public hearings and reports of previous inquiries. The Commission
also had access to information contained in surveys conducted on behalf of the
Australian Pharmaceutical Manufacturers Association (APMA), Proprietary
Medicines Association of Austraia (PMAA) and the Bureau of Industry
Economics (BIE).

A list of parties with whom the Commission held discussions appears in
Appendix A, together with a list of organisations and individuals that
participated in roundtable discussions and public hearings. A list of individuals
and organisations that provided the Commission with written submissions also
appearsin Appendix A. The Commission received 208 submissions,

The Commission released an Issues Paper on 28 June 1995 and held three
roundtable discussions. Prescription products was the topic of discussion on
16 August 1995 in Sydney and 22 August 1995 in Melbourne; and consumer
health was discussed on the 17 August 1995 in Sydney. After the release of the
Draft Report the Commission held public hearings in Sydney, Canberra and
Melbourne.

The Commission engaged the BIE to evaluate the effectiveness and efficiency
of the Factor f scheme and the Centre of Policy Studies (COPS) at Monash
University to evaluate the overall economic contribution of the industry. The
BIE consultancy report, The Factor (f) Scheme; and the COPS final consultancy
report, Modelling of economy-wide impacts of assistance arrangements in the
pharmaceutical industry, have both been released separately, but are referred to
throughout this Report.

1.5 Previous inquiries

The Commission has been asked to take account of any recent relevant
substantive studies.

These studies include an earlier BIE review of the Factor f Scheme (BIE 1991)
and the inquiry by Professor Peter Baume into drug evaluation in Australia
(Baume 1991).

The House of Representatives Standing Committee on Community Affairs
(1992a) completed a series of reports about the prescription and supply of drugs.
Part 1, relating to regulation and the pharmaceutical industry, is of most
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relevance to this Inquiry. The Senate Standing Committee on Community
Affairs (1992) also reviewed changes in pharmaceutical regulation.

Many of the issues relevant to the current Inquiry were also examined by the
Industries Assistance Commission (1986b), in the 1986 Report into
Pharmaceutical Products and by Raph (1979) in the Pharmaceutica
Manufacturing Industry Inquiry.

1.6 Guide to the Report

The Report is organised into three parts and is contained in two volumes.
Volume 1 comprises parts A and B which together make up the Report proper.

Part A, Current Industry Position and Operating Environment, contains
Chapters 2 to 7 describing:

- theindustry in Australia, in aglobal context;

. theregulatory environment in Australia;

. thePBS;

. the Factor f scheme;

« global pressures; and

. the strengths and weaknesses of the Australian industry.

Part B of the Report, Key Issues and Options for Reform, contains Chapters 8 to
17 which analyse the impact on the industry of:

- the PBS:

» the Factor f scheme;

« regulation relating to drug approval and scheduling; and
« intellectual property provisions.

The final Chapter summarises the Commission’s broad conclusions and sets out
the reform proposals devel oped.

Volume 2 comprises 14 supporting Appendices.
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2 PHARMACEUTICAL INDUSTRY IN
AUSTRALIA

This Chapter describes the characteristics of the global
pharmaceutical industry and the distinguishing features of the
industry in Australia.

2.1 Introduction

With sales of about US$215 billion in 1994-95, the internationa
pharmaceutical industry is large by global standards (Scrip, Review 1995). For
instance, it is of a similar size to the international aerospace industry (Hayward
1994, p. 14). Key characteristics of the industry are an integrated worldwide
market, the important role played by large multinational companies and its
dependence on knowledge driven, technology intensive products. Governments
also play an important role through their influence on prices and the supply of
pharmaceuticals.

Pharmaceuticals form an important part of the health services sector. The latter
typically accounts for between 6 per cent and 10 per cent of Gross Domestic
Product (GDP) in most Organisation for Economic Co-operation and
Development (OECD) countries (OECD 1994, p. 38).1 Pharmaceuticals
account for from 7 per cent to 26 per cent of health services expenditure
(Callins 1993).

The Australian pharmaceutical industry forms only a small part of the
international industry, with sales comprising about 1 per cent of the world
pharmaceutical market. However, the Australian industry is fully integrated
with the international industry and any review of the industry here must take
account of the international context. The first part of this Chapter provides a
snapshot of the world market for pharmaceuticals and the structure of the
industry. The second part profiles the Australian industry.  Recent
developments in the global industry and their implications for Australia are
reviewed in Chapter 6.

1 The significant outlier is the US where health services expenditure accounted for 14 per
cent of GDPin 1992 (OECD 1994, p. 38).
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2.2 The industry internationally

2.2.1 The world market

The US, Europe and Japan are the largest markets for pharmaceuticals.
Together, these comprised about 84 per cent of global salesin 1994. The US,
Japan and a small number of European countries—Germany, the UK and
France—are the largest producers of pharmaceuticals (see Table 2.1).

Table 2.1: Pharmaceutical market and production shares, per cent

Country Share of market 1993 Share of production 1991
Europe 32 na
France 7 8
Germany 6 9
Italy 5 na
UK 3 8
usS 31 40
Japan 21 17
Others 16 na
Total 100 100
na not available

Sources.  Glaxo 1994, p. 8; IPMA 1994, p. 41

Pharmaceutical products can be divided into ethical products, which are
generally available only on prescription and over the counter (OTC) products
suitable for self medication. The ethical component of the pharmaceutical
market accounts for about 80 per cent of global sales, with the OTC element
making up the remaining 20 per cent.2

Driven by increasing availability and acceptance of newer and more expensive
products, the value of the key prescription market grew by an average of 12 per
cent per year in the 1980s (Standard and Poor 1994). Although the rate of
growth has recently slowed, it still averaged around 10 per cent per year during
the early 1990s (see Table 2.2).

2 Based on OTC salesin 1993 of US$39 billion (DIST sub. 56, p. 5).
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Table 2.2: Growth in sales in pharmaceutical products by country, 1990
to 1993
Country 1990 1991 1992 1993 Av. annual change
USk billion  US$hillion  US$hillion USS billion® % pa
us 404 46.4 54.2 60.0 14.4
Japan 27.6 30.1 331 42.0 145
Germany 118 125 15.8 12.0 29
France 112 113 13.6 135 1.7
[taly 11.0 118 113 9.0 -6.2
UK 5.1 54 6.0 6.0 6.1
Other 40.3 44.4 48.9 52.5 9.3
Total 147.4 161.8 182.9 195.1 10.1
a Converted to US dollars using average end of month exchange rates for twelve months to March 1994.
Sources:  JPMA 1994, p. 9; Glaxo 1994, p. 8

Pharmaceuticals are actively traded products.

This partly reflects the low

average tariffs on pharmaceuticals, their high value and transportability.
Exports and imports for major trading countries are shown in Figure 2.1.

Figure 2.1: Pharmaceutical exports and imports for major trading
countries, 1993, US$ million
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