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This is the fourteenth annual report of the Pharmaceutical Benefits Pricing
Authority covering the operations of the Authority for the year ended 30
June 2001.

It is a requirement of sub section 34C(3) of the Acts Interpretation Act 1901,
that in the absence of specific requirements to the contrary, the annual report
shall be laid before each House of the Parliament within 15 sitting days of
that House after the day on which the Minister receives the report.

The report is divided into four chapters:

provides basic information about the Authority's genesis,
membership and financial arrangements;

addresses the factors considered by the Authority for pricing
of pharmaceutical benefits made available under the Government's
Pharmaceutical Benefits Scheme administered by the Department of
Health and Aged Care;

deals with activities under the Government's Pharmaceutical
Industry Investment Program administered by the Department of
Industry, Science and Resources; and

contains related tables and figures.
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The Pharmaceutical Benefits Pricing Authority is an independent non-
statutory body established in 1988 which is required to:

review the prices of products supplied under the Pharmaceutical
Benefits Scheme;

recommend prices for new items that are recommended for listing on
the Pharmaceutical Benefits Scheme; and

administer companies’ participation in the Pharmaceutical Industry
Investment Program.

The Authority's membership for the 2000-2001 financial year was:

Mr Graham Glenn - appointed with
effect from 1 June 1992.

Mr Alan Evans - appointed with
effect from 29 February 2000, as
the nominee of the Australian
Pharmaceutical Manufacturers'
Association.

Mr Geoff Honnor - appointed with
effect from 10 December 1998 as
the nominee of the Consumers'
Health Forum.



Mr Brett Lennon - appointed with
effect from 23 November 1998.

Mr Craig Pennifold - appointed
with effect from 15 December 1999.

The Authority is serviced by two secretariats, viz:

PBS pricing matters

Mr James Fox
(Previously

Mr Alan Stevens)
Secretary
Pharmaceutical Benefits

Pricing Authority

Telephone: 02 6289 8700
Facsimile: 02 6289 8633

Industry development matters

Ms Mic Doble

Executive Officer
Pharmaceutical Industry
Investment Program
Pharmaceutical Benefits

Pricing Authority

Telephone: 02 6213 7237
Facsimile: 02 6213 6694



The Authority supports best management practice in communicating with
suppliers and other interested parties to make the Authority's decisions and
decision making processes as transparent as possible, subject to the
confidences in which certain commercially sensitive information must be held.

Consultation with respective secretariat staff on the interpretation of the
Authority's guidelines, practices and procedures is encouraged to ensure that
all interested parties gain a clear understanding of those matters and have
the maximum opportunity to make their views known to the Authority.

Technical advice to assist the Authority in its deliberations is provided by the
Pharmaceutical Benefits Advisory Committee (PBAC). This includes
information on drug relativities and their cost effectiveness provided by the
PBAC's Economics Sub-committee.

Pricing Authority meetings are carefully co-ordinated with meetings of the
PBAC, so that PBAC outcomes can be dealt with as soon as possible consistent
with the need to collect pricing information.

The Department of Health and Aged Care budget, in addition to financing
the Pharmaceutical Benefits Scheme, provides funds for:

the fees and expenses incurred by the Chairman, industry and
consumer nominees, in accordance with determinations made from
time to time by the Remuneration Tribunal;

the day to day operations of dealing with pricing matters under the
Scheme; and

the costs of associated meetings, seminars and other related expenses.



The Department of Industry, Science and Resources budget, in addition to
financing the Pharmaceutical Industry Investment Program, provides funds for
running costs associated with the Program.

For the year ended 30 June 2001 the Authority operating costs were:

Direct costs including

Chairman's, industry and

consumer nominees’

expenses 20,194 1,222 21,416

Salaries 224,843 98,514 * 323,357

Members & secretariat
travel and allowances 47,748 4,113 51,861

Administrative and
property costs 514,475 *** 28,809 ** 543,284

Total costs 807,260 132,658 939,918



The Authority's objective in reviewing prices of items listed under the
Pharmaceutical Benefits Scheme is to secure a reliable supply of
pharmaceutical products at the most reasonable cost to Australian taxpayers
and consumers and consistent with maintaining a sustainable pharmaceutical
industry in Australia.

Under its terms of reference the Authority is required to determine or
recommend to the Minister for Health and Aged Care prices of items listed as
pharmaceutical benefits or recommended by the Pharmaceutical Benefits
Advisory Committee for listing. It also conducts negotiations with suppliers,
where necessary, on proposed prices.

In reviewing the price of listed items and in considering the price of items
recommended for listing, the Authority takes account of the following
factors:

Pharmaceutical Benefits Advisory Committee comments on clinical and
cost effectiveness aspects of items;

the prices of alternative brands of a drug;

comparative prices of drugs in the same therapeutic group;

costs information, when provided by the supplier or estimated by the
Authority;

prescription volumes, economies of scale and other factors such as
expiry dating, storage requirements, product stability and special
manufacturing requirements;



The level of activity being undertaken by the company in Australia,
including new investment, production, research and development; (this
factor is met by the Pharmaceutical Industry Investment Program).

prices of the drug in reasonably comparable overseas countries;

other relevant factors which the applicant company may wish the
Authority to consider; and

any directions of the Minister.

Price adjustments for items require the approval of the Minister for Health
and Aged Care.

For new listings recommended by the Pharmaceutical Benefits Advisory
Committee, the Authority recommends prices to be negotiated by the
Department of Health and Aged Care.

New drugs or new indications of an existing benefit, estimated to cost more
than $10 million per annum require approval of the Prime Minister and the
Minister of Finance and Administration. Cabinet approval may be required.

The main mechanism to determine initial prices is the advice of the PBAC.

In recent years, the Authority has increasingly recommended the use of
price/volume arrangements, particularly where unit prices are reasonably high
and there is the potential for significant volumes or where there is
uncertainty about future volumes. Such arrangements have also been
negotiated where there is potential for volumes to increase significantly due
to use outside PBS restrictions.



The main mechanisms used by the Authority for reviewing prices of
pharmaceutical products supplied through the Pharmaceutical Benefits
Scheme are:

comparative prices of products that are considered by the
Pharmaceutical Benefits Advisory Committee to have a similar
therapeutic effect or benefit; or, where this is not available

on the basis of further cost effectiveness justification by the sponsor.

gross margin on the cost of manufacture, or landed cost; and

a weighted average monthly treatment cost (WAMTC) basis. (Price
adjustments using this methodology have not been made since January
2001. They will be reintroduced following implementation of
outcomes of the review of WAMTC.)

The Authority may also request additional data from applicants, including
drug utilisation data, so that relevant treatment costs can be independently
calculated.

The Authority issues and distributes relativity sheets, which identify the basis
of pricing comparisons between therapeutically similar products. The industry
is encouraged to comment on these relativities.



Prices or price adjustments determined or recommended by the Authority
have an impact on:

suppliers through adjusted selling prices;

wholesalers through the margin on the agreed price of products to
pharmacist;

pharmacists through the mark-up on wholesale prices;

hospitals dispensing highly specialised drugs to community based
patients through the special distribution arrangements provided for
under Section 100 of the National Health Act 1953; and

consumers and taxpayers that, either directly or indirectly, bear part or
all of the cost of the drugs dispensed under the Pharmaceutical
Benefits Scheme.

The prices set by the Authority cover not only subsidised products, but also
products listed in the Schedule priced below the maximum co-payment for
general patients. This co-payment is currently $21.90.

The Brand Premium Policy was introduced in December 1990 to reduce price
control where possible by allowing pharmaceutical suppliers to set their own
prices on multi-branded and therapeutically interchangeable brands listed on
the Pharmaceutical Benefits Scheme, provided one brand was available at the
subsidised price. This also encourages the development of the generic
pharmaceutical industry in Australia.

The policy for alternative brands has the effect of making it possible for
prescribers and patients to be more aware of the price of drugs. The policy
also allows companies to establish prices taking into account competition and
the heightened consumer awareness of price differentials.



The policy operates where there is more than one brand of a particular drug
available through the Pharmaceutical Benefits Scheme and where the brands
are therapeutically interchangeable. The policy mainly applies, therefore, to
out of patent drugs.

Under the policy, suppliers of multi-branded items are able to set their own
prices at a level they think the market will bear. At the same time, prescribers,
pharmacists and patients can decide whether it is necessary to pay more for a
particular brand when a cheaper equivalent and therapeutically
interchangeable brand is available.

Basically, the policy operates by:

the Commonwealth subsidising a drug to the level of the lowest priced
brand;

suppliers of other brands of that drug being able to set a price above
the price charged by the supplier of the lowest priced brand, where
the brands are bio-equivalent; and

the patient paying the brand premium which is the price difference
between the lowest priced brand and the brand prescribed.

As the brand premium is not a Government charge, it does not count toward
a patient's safety net. The premium arises from the supplier's price setting
and the majority of it goes to the supplier, with wholesalers and pharmacists
receiving a percentage.

As at 30 June 2001 there were 297 benefit items with a brand premium that
could be therapeutically interchanged. The average brand premium was
$2.20 and premiums ranged from $0.01 cents to $45.33. The majority of
brand premiums were in the range of $1.00 to $1.80.

The Government introduced a policy of brand substitution from 1 December
1994. Under that policy, a pharmacist can substitute a brand other than that
prescribed by the patient’s doctor without reference back to the prescriber.
This practice is only allowed in cases where the brand to be substituted is
equivalent to that prescribed by the doctor.



Equivalent brands are shown in the Schedule of Pharmaceutical Benefits as
having been demonstrated to be bio-equivalent or therapeutically equivalent,
or that justification for not needing bio-equivalence or therapeutic
equivalence data has been provided and accepted by the Therapeutic Goods
Administration. If other brands are not shown in this way it does not imply
that they are not equivalent, but simply that it is unknown whether or not
they are equivalent.



The following table shows the effect of brand substitution.

Number of products with
a premium

Average brand premium

Weighted average brand
premium

Brand premium Range

Prescriptions dispensed
with a brand premium in
the previous 12 months

Prescriptions dispensed at
the benchmark level in the
previous 12 month period

Percentage at the
benchmark level

Brands at the
Benchmark price

124

$1.54

$1.07

$0.19 to
$11.26

26.0m

5.4m

17%

226

$1.80

$1.44

$0.23 to

$7.28

27.5m

23.3m

46%

397

253

$2.12

$1.45

$0.23 to

$43.28

33.4m

26.3m

44%

434

297

$2.20

$1.68

$0.01 to

$45.33

33.4m

29.4m

47%

766



In the 1997 Budget, the Government announced that it intended to extend
the Brand Pricing Policy where price premiums apply to individual bio-
equivalent brands of a drug to groups of drugs which have similar clinical
activity (reference pricing).

Six drug groups were initially proposed as being under the TGP policy. These
were: ACE Inhibitors, Calcium Channel Blockers and Beta Blockers, all used to
treat cardiovascular disease, Selective Serotonin Re-uptake Inhibitors (SSRI's)
used to treat depression, HMG CoA reductase inhibitors used for lowering
blood cholesterol and the H2 receptor antagonists for the treatment of peptic
ulcers. Based on expert technical advice, the Government decided to remove
two groups, Beta Blockers and SSRI's, from the TGP policy.

The new arrangements were implemented with effect from 1 February 1998.
The Government subsidy is based on the benchmark price (ie. the lowest
priced drug/s in each group) and the price difference for a more expensive
drug within the relevant group is paid by the patient over and above the
relevant patient co-payment.

Under the TGP policy where a patient cannot for clinical or compliance
reasons tolerate the benchmark priced drug, the prescriber can apply to the
Health Insurance Commission for an exemption to supply the dearer
alternative drug at no extra cost to the patient.

The prices of items in the four therapeutic groups under the TGP are reviewed
by the Authority on a weighted average monthly treatment cost basis
(although price adjustments using this methodology have not been made
since January 2001. They will be re-introduced following implementation of
the outcomes of the review of the Weighted Average Monthly Treatment Cost
methodology).

As at 30 June 2001 there were 85 items within the four groups under the TGP
policy. These consisted of 190 brands at the benchmark price, 33 brands with

a brand premium and 22 with a therapeutic premium. The TGP's ranged from
$1.40 to $7.01.



Comparison of monthly treatment costs is a major pricing tool used by the
Pharmaceutical Benefits Pricing Authority (PBPA) to review prices of closely
related drugs. The method compares the treatment costs using data derived
from the market place i.e. dosage and volume statistics.

The WAMTC has been used for many years and the methodology in place was
developed by the industry and agreed to by the PBPA. It applies to groups of
drugs that are considered to be therapeutically similar by the Pharmaceutical
Benefits Advisory Committee. Under the evidenced-based approach used for
the listing and pricing of drugs, it is the practice to price these at the same
level.

In 1999, the Minister for Health and Aged Care announced a review of the
WAMTC methodology following concern being expressed about aspects of its
operation.

Following an open tender process, Ernst & Young ABC was selected to carry
out the review and commenced work on it in September 2000.

Pharmaceutical suppliers, the APMA, the Department of Health and Aged
Care and the Department of Industry Science and Resources were all consulted
during the course of the review, and a final report was presented to the PBPA
in March 2001.

The PBPA is considering the recommendations contained in the WAMTC
report, with a view to recommending necessary changes to the operation of
the WAMTC arrangements to the Minister for Health and Aged Care.

Since January 2001, pending finalisation of the WAMTC review, prices of
products that would normally have been adjusted through the WAMTC
process have been frozen.



A new pricing procedure came into effect from 1 May 1999 to allow variations
to premiums and benchmark prices to occur with minimum delay.

The new procedure allows sponsors to vary premium prices or reduce
benchmark prices without reference to the Authority. Applications for
increases to the benchmark prices continue to be considered by the Authority.

A pricing and procedures manual was made available to industry and other
interested parties in March 2001 after input received from sponsors, peak
bodies, APMA, members of the PBPA and the secretariats in both the
Department of Industry, Science and Resources and the Department of Health
and Aged Care. The document aims to enhance the transparency of the
processes employed by the PBPA in setting prices. The manual has been
favourably received as a useful guide and is used in conjunction with the PBPA
Annual Report.

Section 100 of the National Health Act provides for an alternative means of
providing a pharmaceutical service in circumstances where pharmaceutical
benefits cannot be conveniently supplied as normal under the Pharmaceutical
Benefits Scheme (PBS).

There are certain drugs that because of their clinical use or other special
features are restricted to supply arranged through hospitals having access to
appropriate specialist facilities. These drugs, called Highly Specialised Drugs
(HSDs), are among those supplied via Section 100. The Highly Specialised
Drugs Program is a Commonwealth Government subsidy mechanism for the
supply of HSDs. The Commonwealth provides funding for the drug cost for
community based patients. The State and Territory Governments fund the in-
patient usage of Highly Specialised Drugs within public hospitals.



For a drug to be approved under these arrangements and be included in the
scheme, it must comply with specific criteria agreed between the
Commonwealth and the State and Territory governments and be
recommended as a pharmaceutical benefit under Section 100 by the
Pharmaceutical Benefits Advisory Committee.

If a drug is suitable for supply through the normal PBS arrangements it is not
eligible for funding through the Highly Specialised Drugs Program. The
funding to the States and Territories, additional to the Australian Health Care
Agreement funding, is only available when the public hospitals are used as
the necessary mode of supply to PBS patients.

Ongoing specialist treatment should not preclude treatment in a
community setting and should be interpreted to include specialist
initiated treatment where ongoing treatment may be under the
supervision of a community general practitioner but involve periodic
reference to the specialist facility.

The intent is to assist the ongoing maintenance of patients in the
community setting; treatment may include administration by other
than the oral route and may occur in a day procedure setting
including supervision by a community practitioner.

This criterion is defined as relating to high cost drugs in respect of
which a treatment regimen is associated with ongoing specialist
supervision which normally occurs in an institutional setting.



From the Commonwealth's perspective the only avenue for funding
any drug under the agreed arrangement is through the
Pharmaceutical Benefits Scheme via section 100 involving endorsement
by the Pharmaceutical Benefits Advisory Committee and meeting TGA
specified marketing conditions.

In this context, high unit cost is interpreted as a cost beyond the
normal financial capacity of individuals and imposing significant
financial burden on specialised institutions.

The Authority's role in respect of these drugs is to review and negotiate
national prices for their supply. Prices are negotiated at ex-manufacturer level.
The prices and prescribing restrictions for these Highly Specialised Drugs are
separately listed in the Schedule of Pharmaceutical Benefits.

At 30 June 2001 there were 40 Highly Specialised Drugs listed under Section
100.

There is currently one product listed which has a special patient contribution.
This occurs when a pricing agreement between the Government and supplier
cannot be reached for unique products.

The special patient contribution is the difference between the dispensed price
requested by the supplier and the Government's dispensed price. The special
patient contribution is payable by all patients in addition to the relevant
patient contribution for concessional and general patients.



The Authority reviews annually the price of each drug listed in the
Pharmaceutical Benefits Scheme by therapeutic groupings. Suppliers are asked
to submit cost and other data that they wish the Authority to consider in
reviewing product prices.

All information provided on a confidential basis to the Authority is strictly
treated as such, and is not disclosed to any person apart from members of the
Authority and relevant officers of the Department of Health and Aged Care
and the Department of Industry, Science and Resources, without the express
permission of the Chairman and the company concerned.



In the 2000-2001 financial year, the Authority held four therapeutic group
reviews, the summary results of which are compared below with those for the
previous year:

Number of products 2,203 2,435
reviewed:

Number of products

for which price 579 575
applications were received: 26.3% 23.6%
Number of products for 217 153
which price increases 9.9% 6.3%

were granted:

Number of products for
which price decreases 80 97
were requested: 3.6% 4%



The number of new items recommended for listing and new items actually
listed for the financial year 2000-2001 was:

Number of items recommended
for listing by the Pharmaceutical
Benefits Advisory Committee: 75

Section 100 18

(based on PBAC meetings held in
2000-2001 financial year,
includes different strengths)

Number of items listed 106
Section 100 15

(based on new items listed in
the PBS Schedules for 2000-2001)

The general price increases granted to suppliers in 2000-2001 are collectively
estimated to add $6.44 million to the cost of the Pharmaceutical Benefits
Scheme in a full year based on the latest available twelve months prescription
volume for each item at the time of review. A comparison with the estimated
full year costs in the previous year is set out below:



Recommended by Authority and 7.12 6.44
subsequently approved by the
Minister

These cost estimates do not include any expenditure for increased Australian
activities considered under the Pharmaceutical Industry Investment Scheme.



The total cost of the PBS for 2000-2001 was $4,833 million. This comprised
$4,565 million for PBS items (Commonwealth Government payments of $3,821
million and patient contributions of $744 million) and $268 million for Highly

Specialised Drugs.

General

General safety net
Concessional
Concessional safety net

Miscellaneous
Dr's Bag

Highly Specialised
Drugs

Total

18.5

4.3

99.3

25.4

0.5

0.8

148.8

662.1
128.2
2,359.6

660.3

10.3

268.3

4,088.8

1,054.5
142.5
2,697.0

660.3

10.3

268.3

4,832.9

Note: For the general public, where a pharmaceutical benefit is priced below the
general patient contribution (that is, $21.90), the consumer pays the full
amount including an additional dispensing fee of 87 cents provided that the
total cost does not exceed $21.90. The above figures do not include these

amounts.
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A supplementary Annual Report on the Pharmaceutical Industry Investment Program
for the full 2000-01 financial year will be prepared early in 2002.

The Pharmaceutical Industry Investment Program (PIIP), commenced on 1 July 1999 and
will run to 30 June 2004. Total funding of $300 million has been allocated for the five
years. The Program was designed to compensate the pharmaceutical industry, in part,
for the impact on activity of the Government exercising its monopsony purchasing
power under the Pharmaceutical Benefits Scheme. It also aims to increase the total
level of activity undertaken in Australia that has a direct link to or is of direct
relevance to the pharmaceutical industry.

Participating companies are entitled to partial compensation for the effects of price
and volume constraints under the PBS by increasing either or both their Production
Value Added and R&D activities.

Nine companies were offered and signed contracts for entry into PIIP. The companies
are:

AMRAD Corporation Limited

Bristol-Myers Squibb Australia Pty Ltd

CSL Limited

Eli Lilly Australia Pty Ltd

F H Faulding and Co Limited

Glaxo Wellcome Australia Pty Ltd (Now GlaxoSmithKline)

Janssen-Cilag Pty Ltd

Pfizer Pty Ltd

Pharmacia & Upjohn Pty Ltd (Now Pharmacia)



During 2000-2001, activity for the first three quarters of the year was monitored and
entitlements earned. Activity entitlements for the first three quarters totalled $27.6
million, consisting of Production Value Added entitlement of $22.5 million and R&D
entitlement of $5.1 million. The cumulative total of Production Value Added above
base activity for the first three quarters of the Program is about $112 million. The
cumulative total of R&D for the first three quarters of the Program is nearly $26
million.

Annual audited reports, which include final quarter activities, are not due from the
companies until the end of September 2001.

A supplementary Annual Report for PIIP for the year ended 30 June 2000 is available is
available from the Department of Industry, Science and Resources.

A database has been established both to allow the Secretariat to track performance
and entitlement and to allow the companies to submit data electronically.
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The PIIP operates according to a number of guiding principles. These
Principles define the objectives of the Program and successful participants
have demonstrated that the activities they are and will undertake are
consistent with the Principles.

The Pharmaceutical Industry Investment Program is intended to increase
the total level of research and development activity undertaken in
Australia which has a direct link to or is of direct relevance to the
pharmaceutical industry. It is not, however, intended to influence the
direction of that research and development activity.

This Principle recognises that low returns to suppliers to the Pharmaceutical
Benefits Scheme (PBS) reduce the ability of pharmaceutical companies to
undertake research and development (R&D) activity in Australia. Within the
broad constraint of activity needing to have a demonstrated relevance to or
direct link to the pharmaceutical industry, the PIIP does not seek to encourage
one type of R&D activity over another.

The Pharmaceutical Industry Investment Program is intended to increase
the total level of pharmaceutical production value added activity
undertaken in Australia. In particular, it seeks to encourage high value
adding per unit activity over lower value adding per unit activity.

This Principle recognises that low returns to companies under the PBS impact
on the level of pharmaceutical manufacturing activity in Australia and hence
the level of investment in the industry. While this Principle clearly articulates a
preference for high value adding per unit activity, it does not preclude
companies from undertaking high volume, lower value adding per unit
activity.



The Pharmaceutical Industry Investment Program is intended to
encourage pharmaceutical companies to achieve not only growth in
existing activity but also to undertake additional activity which is different
in scope from existing activity, or is otherwise new to the company and of
'significance’ to its operations and/or its position in the global
environment.

The Pharmaceutical Industry Investment Program is intended to
encourage a sustainable pharmaceutical industry in Australia, undertaking
activity which is internationally competitive and of benefit to Australia.

Principles 3 and 4 are intended to encourage companies to expand beyond
the activities which they currently undertake rather than on the basis of
growth in existing activity. Additional activities can be new to the company or
represent a significant change in the scope of activities already undertaken.
They can involve manufacturing (for example, the manufacture of new
products or new formulations of existing products, or the development of
new markets for existing products) or R&D (for example, taking existing R&D
activity into a new therapeutic area or undertaking a new collaborative
venture). Alternatively, they may encompass broader areas of activity or
expertise. Activities should contribute to the long term development of a
viable, competitive Australian pharmaceutical industry.

The Principles provide companies with the opportunity to demonstrate how
they have used the PIIP to leverage additional activity which is of strategic
benefit to the company and Australia, and would not have been undertaken
in the absence of the Program.



The PBPA is responsible for administering companies’ participation in the PIIP
according to the individual Agreements signed between companies and the
Commonwealth.

In relation to the PIIP, the Authority is responsible for:

monitoring performance of each company in accordance with its
Agreement with the Commonwealth;

ensuring all information and reports required to review a company’s
performance against its obligations and commitments are provided by the
company;

approving Actual Pricing Increases and/or Notional Price Increases to each
company as appropriate and in accordance with its Agreement with the
Commonwealth;

where appropriate or necessary, negotiating amendment to the
Agreement with a company and recommending such amendments to the
Minister’s Delegate for approval;

administering Actual Price Increases operated under the PIIP in accordance
with each company’s Agreement; and

making recommendations to the Minister's Delegate on any aspect of the
operation of the Agreements or the performance of companies under
their Agreements.



