
PHARMACEUTICAL BENEFITS

PRICING AUTHORITY

ANNUAL REPORT

For the year ended 30 June 2004



PHARMACEUTICAL

BENEFITS

PRICING

AUTHORITY

Annual Report

For the year ended 30 June 2004



ISBN: 0 642 82556 4

© Commonwealth of Australia 2004

This work is copyright. Apart from any use as permitted under the Copyright Act 1968, no part may be
reproduced by any process without prior written permission from the Commonwealth available from the
Department of Communications, Information Technology and the Arts. Requests and inquiries concerning
reproduction and rights should be addressed to the Commonwealth Copyright Administration, Intellectual
Property Branch, Department of Communications, Information Technology and the Arts, GPO Box 2154,
Canberra ACT 2601 or posted at http://www.dcita.gov.au/cca

Produced by the Australian Government Department of Health and Ageing

Please direct enquiries about this publication or requests for complimentary copies to:
Surface mail: The Secretary

Pharmaceutical Benefits Pricing Authority

Pharmaceutical Benefits Branch, MDP 83

Department of Health and Ageing

GPO Box 9848

CANBERRA  ACT  2601

Phone: 02 6289 8583

Fax: 02 6289 8633

http://www.health.gov.au/pbs/pricing/pbpart.htm 

Publication approval number: 3543/JN8789

ii Pharmaceutical Benefits Pricing Authority



Annual Report 2003–2004 iii

Minister The Hon Tony Abbott MP

Minister for Health and Ageing
Parliament House
CANBERRA  ACT  2600

Dear Mr Abbott

I present herewith the seventeenth annual report of the Pharmaceutical Benefits Pricing Authority on the
operations of the PBPA, and on the PBPA’s interpretation of its operating guidelines for the year ended 
30 June 2004.

This report is made in accordance with the requirement of subsection 34C(2) of the Acts Interpretation
Act 1901, that in the absence of specific requirements to the contrary, an annual report shall be furnished
to you as soon as practicable after the end of the reporting period.

Yours sincerely

Graham Glenn

Chairman

2004

Chairman
Graham Glenn

Please address all 
correspondences to:

General Pricing Matters

The Secretary
Pharmaceutical Benefits 
Pricing Authority
GPO Box 9848
Canberra ACT 2601

Phone: (02) 6289 8700
Fax: (02) 6289 8633

Secretariat Support 
Industry Development Matters

The Executive Officer
Pharmaceutical Industry 
Investment Program
Pharmaceutical Benefits 
Pricing Authority
GPO Box 9839
Canberra ACT 2601

Phone: (02) 6213 7135
Fax: (02) 6213 6694



CONTENTS

Preface

Tabling requirements ix

Structure of report ix

Chapter 1

Pharmaceutical Benefits Pricing Authority 1

Membership 1

Secretariat support 2 

Technical support 2

Co-ordination to achieve timely outcomes 3

Financial arrangements 3
Table — PBPA operating costs 2003–2004 3

Chapter 2

Pharmaceutical Benefits Scheme 4

Factors considered by the PBPA 4

Establishing prices for new listings 5

Reviewing prices for existing items 6

Therapeutic Relativities 7

Effects of price adjustments 7

Brand Premium Policy 7

Brand Substitution 8

Therapeutic Group Premium Policy 9

Implementation of Weighted Average Monthly Treatment 
Cost (WAMTC) Methodology 10

Annual Report 2003–2004 v



Highly Specialised Drugs 11

Special Pharmaceutical Benefits 12

Therapeutic Group Reviews 12

Confidentiality of information 12

Results of therapeutic group reviews 2003–2004 13
Table — Product review results 13
Table — Listings recommended by PBAC 2003–2004 13

Estimated cost of price increases 2003–2004 14
Table  — Approval of price increases 14

Cost of Pharmaceutical Benefits Scheme 2003–2004 14
Table — Processed PBS claims and cost to Government 14

Chapter 3

Pharmaceutical Industry Investment Program (PIIP) 15

Participating companies 15

2003–2004 Activity 16

vi Pharmaceutical Benefits Pricing Authority



Chapter 4

Tables

Table 1: PBS — summary of therapeutic group reviews for 2003–2004 18

Table 2: PBS —  highest cost items 12 months to 30 June 2004 20

Table 3: PBS — most prescribed items —12 Months to 30 June 2004 22

Table 4: PBS — top 20 suppliers by total cost for 2003–2004 
(from processed PBS prescriptions) 24

Table 5: PBS — top 20 suppliers by market share (scripts) for 2003–2004 
(from processed PBS prescriptions) 25

Table 6a: PBS — significant drug groups (incl Dr's Bag) by highest 
Government cost 26

Table 6b: PBS — significant drug groups (incl Dr's Bag) by highest 
script volume 27

Table 7a: PBS — significant drugs (incl Dr's Bag) sorted by highest 
change to Government cost 28

Table 7b: PBS — significant drugs (incl Dr's Bag) — sorted by highest 
volume change 30

Annual Report 2003–2004 vii



PREFACE

This is the seventeenth annual report of the Pharmaceutical Benefits Pricing Authority covering the
operations of the PBPA for the year ended 30 June 2004.

Tabling requirements

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.

Structure of report

The report is divided into four chapters:

• chapter 1 provides basic information about the PBPA’s genesis, membership and financial
arrangements;

• chapter 2 addresses the factors considered by the PBPA for pricing of pharmaceutical
benefits made available under the Government’s Pharmaceutical Benefits Scheme
administered by the Department of Health and Ageing;

• chapter 3 deals with activities under the Government’s Pharmaceutical Industry Investment
Program, administered by the Department of Industry,Tourism and Resources; and

• chapter 4 contains related tables and figures.
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CHAPTER 1

Pharmaceutical Benefits Pricing Authority

The Pharmaceutical Benefits Pricing Authority (PBPA) is an independent non-statutory body established
in 1988 which is required to:

• review the prices of products supplied under the Pharmaceutical Benefits Scheme (PBS);

• recommend prices for new items that are recommended for listing on the PBS; and

• administer companies’ participation in the Pharmaceutical Industry Investment Program
(PIIP) until the end of June 2004.

Membership 

The PBPA’s membership for the 2003–2004 financial year was:
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Chairman

Industry nominee

Consumer nominee

Department of Health
and Ageing
representative

Department of Industry,
Tourism and Resources
representative

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

Mr Kieran Schneemann — appointed with effect from 18 March 2003,
as the nominee of Medicines Australia.

Ms Jo Watson — appointed with effect from 25 February 2002, as the
nominee of the Consumers’ Health Forum.

Ms Joan Corbett — appointed with effect  from 4 March 2003.

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



Secretariat Support

The PBPA is serviced by two secretariats, viz:

2 Pharmaceutical Benefits Pricing Authority

• PBS pricing matters

Ms Sue Campion
Secretary
Pharmaceutical Benefits Pricing Authority
GPO Box 9848
CANBERRA ACT 2601

Telephone: 02 6289 8700
Facsimile: 02 6289 8633

• Industry development matters

Mr Nicholas Dowie
Executive Officer
Pharmaceutical Industry Investment Program
Pharmaceutical Benefits Pricing Authority
GPO Box 9839
CANBERRA ACT 2601

Telephone: 02 6213 7135
Facsimile: 02 6213 6694

The PBPA supports best management practice in communicating with suppliers and other interested
parties to make the PBPA’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 PBPA’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 PBPA.

Technical support

Technical advice to assist the PBPA in its deliberations is provided by the Pharmaceutical Benefits
Advisory Committee (PBAC).



Co-ordination to achieve timely outcomes

Pricing Authority meetings are coordinated 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.

Financial arrangements

The Department of Health and Ageing budget, in addition to financing the PBS, 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,Tourism and Resources budget, in addition to financing the PIIP, provides
funds for running costs associated with the Program.

For the year ended 30 June 2004 the PBPA operating costs were:

PBPA operating costs Health Industry Total
2003–2004 portfolio portfolio costs

$ $ $

Direct costs including 
Chairman’s, industry and
consumer nominees’ expenses 4,456 0 4,456

Salaries 402,387 64,595* 466,982

Members & secretariat
travel and allowances 1,259 5,364 6,623

Administrative and 
property costs 11,733 17,615** 29,348

Total costs 419,835 87,574 507,409

* Includes operation of the Secretariat for the PIIP.

** Includes legal fees and the PIIP database maintenance costs.
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CHAPTER 2

Pharmaceutical Benefits Scheme

The PBPA’s objective in reviewing prices of items listed under the PBS 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 PBPA is required to determine or recommend to the Minister for Health
and Ageing prices of items listed as pharmaceutical benefits or recommended by the PBAC for listing.
The Pricing Secretariat also conducts negotiations with suppliers, where necessary, on proposed prices.

Factors considered by the PBPA

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

(a) PBAC comments on clinical and cost effectiveness aspects of items;

(b) the prices of alternative brands of a drug;

(c) comparative prices of drugs in the same therapeutic group;

(d) costs information, when provided by the supplier or estimated by the PBPA;

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

(f) the level of activity being undertaken by the company in Australia, including new investment,
production, research and development (this factor is met by the PIIP);

(g) prices of the drug in reasonably comparable overseas countries;

(h) other relevant factors which the applicant company may wish the PBPA to consider; and

(i) any directions of the Minister.

Price adjustments for items require the approval of the Minister for Health and Ageing.
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Establishing prices for new listings

For new listings recommended by the PBAC, the PBPA recommends the prices to be negotiated by the
Department of Health and Ageing.

The advice of the PBAC is the big factor in determining initial prices.

Increasingly, the PBPA recommends the use of risk share pricing arrangements to help contain costs for
drugs that are a significant annual cost to the PBS. The most common type of arrangement is a price-
volume agreement, where the sponsor of a particular drug agrees to a price reduction for any sales that
exceed a pre-agreed sales volume.

Example: A sponsor agrees to reduce the price of the drug by 15% once the sales volume exceeds 
$20 million in any year.

There are a number of other types of risk share pricing arrangements negotiated with pharmaceutical
companies. These include:

1. Estimating the potential use outside the PBS restriction and rebating a proportion of this use.

Example: the sponsor accepts that 25% of a particular drug’s sales may be for uses that are
not subsidised by the PBS. The sponsor agrees to rebate 20% of that drug’s total sales to the
government.

2. Agreeing to an annual cap (based on cost or script volumes) for a drug and rebating any excess
over the cap.

3. Agreeing to a common annual sales cap for all the drugs used to treat a particular condition
and rebating any excess according to each sponsor’s market share.

Example: Four drugs are used to treat a particular condition and the agreed cap for their combined sales
is $80 million per year. In a particular year, sales are $100 million, with the four sponsors having sold:
$10 million, $20 million, $30 million and $40 million respectively. Sponsors agree to rebate a total of 
$20 million to the government, paying: $2 million, $4 million, $6 million and $8 million, respectively.

Currently there are 11 risk share pricing arrangements in place or in development.

All proposed listings with a predicted net cost to the PBS in excess of $10 million per annum must be
considered by Cabinet.This means that, where the Department of Health and Ageing, in consultation with
the Department of Finance and Administration, has estimated the cost of a proposed new listing as being
above this threshold, Cabinet consideration will be required before the listing can be finalised.
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The following products expected to cost more than $10 million per annum were listed in 2003–2004:

Etanercept (Enbrel®) — This drug was listed on 1 August 2003 to treat severe forms of rheumatoid
arthritis.

Rituximab (Mabthera®) — This was an extension of an existing listing to cover patients aged over 60
years with previously untreated diffuse large B-cell non-Hodgkin’s lymphoma where the drug is used in
combination with chemotherapy.This occurred on 1 August 2003.

Imatinib Mesylate (Glivec®) — This was an extension of an existing listing to cover the treatment of
chronic phase Chronic Myeloid Leukaemia.This occurred on 1 November 2003.

Adrenaline (EpiPen®) — EpiPen was listed on 1 November 2003 to treat anaphylaxis, a life-threatening
condition resulting from severe allergic reactions to insect stings and foods such as peanuts.

Infliximab (Remicade®) — Remicade is a drug used for the treatment of rheumatoid arthritis and is
available to patients with severe rheumatoid arthritis unresponsive to existing therapies. It was listed on 
1 November 2003.

Pioglitazone Hydrochloride (Actos®) and Rosiglitazone Maleate (Avandia®) — These drugs were listed
on 1 November 2003 for the treatment of Type II Diabetes.

Reviewing prices for existing items

The main mechanisms used by the PBPA for reviewing prices of pharmaceutical products supplied
through the PBS are:

• reference pricing, ie comparative prices of products that are considered by the PBAC 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 to the PBAC; or

• gross margin on the cost of manufacture, or landed cost.

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

The Weighted Average Monthly Treatment Cost (WAMTC) is a form of reference pricing applied to
specified groups of drugs considered by the PBAC as having similar therapeutic outcomes.
This methodology was reinstituted in January 2004 (see Implementation of the Weighted Average
Monthly Treatment Cost (WAMTC) methodology on page 10 of this report).
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Therapeutic Relativities

The PBPA issues relativity sheets that identify the basis of pricing comparisons between therapeutically
similar products. These are mainly based on the advice from the PBAC. If necessary, clarification can be
obtained from the secretariat, and the relativities may be changed by the presentation of further data to
the PBAC.

Effects of price adjustments

Prices or price adjustments determined or recommended by the PBPA 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 PBS.

The prices set by the PBPA cover not only subsidised products, but also products listed in the Schedule
priced below the maximum co-payment for general patients. The co-payment for general patients for
the period of the report was $23.10 changing to $23.70 effective 1 January 2004.

Brand Premium Policy

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 PBS, 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 PBS
and where the brands are therapeutically interchangeable. The policy mainly applies, therefore, to out of
patent drugs.
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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 lower priced equivalent and therapeutically
interchangeable brand is available.

Basically, the policy operates by:

• the Government 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 therapeutically equivalent
(usually 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 2004 there were 305 benefit items with a brand premium that could be therapeutically
interchanged. The average brand premium was $2.94 and premiums ranged from $0.06 to $79.48.
The majority of brand premiums were in the range of $1.30 to $3.00.

Brand Substitution

The Government introduced a policy of brand substitution from 1 December 1994. Under the 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 have been provided to 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.

Since 1 May 1999, sponsors have been able to vary premium prices or reduce benchmark prices without
reference to the PBPA. Applications for increases to the benchmark prices continue to be considered by
the PBPA.
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The following table shows the effect of brand substitution*.

May 2001 May 2002 May 2003 May 2004

Number of products with a premium 297 293 303 305

Average brand premium $2.20 $2.83 $3.06 $2.94

Weighted average brand premium** $1.68 $1.57 $1.57 $1.91

Brand premium Range $0.01 to $0.01 to $0.06 to $0.06 to
$45.33 $79.48 $79.48 $79.48

Prescriptions dispensed with a brand 
premium in the previous 12 months 33.4m 33.3m 32.6m 30.4m

Prescriptions dispensed at the benchmark 
level in the previous 12 month period 29.4m 22.6m 37.8m 40.3m

Percentage at the benchmark level 47% 49% 54% 57%

Brands at the Benchmark price 766 854 943 1004

* Figures only include those scripts processed by HIC, so general scripts that fall under the
copayment are not included.

** Weighted average brand premium is calculated by:

Scripts x premium = total premium value,

Total premium value/total scripts = weighted average brand premium

Therapeutic Group Premium (TGP) Policy

The TGP policy was introduced by the Government in 1998 to extend the practice of stimulating
competition between pharmaceutical suppliers that was started with introducing price premiums for
generic brands of a drug (the Brand Premium Policy), to groups of drugs which have very similar clinical
activity. Under this approach, 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.

There are currently four drug groups under the TGP policy. These are ACE Inhibitors and Calcium Channel
Blockers that are used to treat cardiovascular disease, HMG CoA reductase inhibitors (statins) used for
lowering blood cholesterol and the H2 receptor antagonists for the treatment of peptic ulcers. As these
drug groups present high costs to the PBS, there are significant savings achieved by Government through
the TGP policy.
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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 policy are reviewed by the PBPA on a
weighted average monthly treatment cost basis.This methodology was reinstituted in January 2004.

As at 30 June 2004 there were 70 items within the four groups under the TGP policy. 11 of the items were
listed with therapeutic premiums with a range from $0.64 to $7.01.The 70 items consisted of 172 brands
at the benchmark price and 37 brands with a brand premium.

Implementation of the Weighted Average Monthly Treatment Cost (WAMTC)
Methodology

The comparison of monthly treatment costs is a pricing tool which has been used by the PBPA to review
prices of closely related drugs for several years.

The WAMTC methodology is applied to groups of drugs that are considered to be therapeutically similar
by the PBAC. 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 Ageing announced a review of the WAMTC methodology following
concern being expressed about aspects of its operation.

Pharmaceutical suppliers, Medicines Australia, the Department of Health and Ageing and the Department
of Industry Tourism and Resources were all consulted during the course of the review by Ernst and Young
ABC Pty Ltd.

The PBPA recommended a number of changes to the Minister who approved the use of a revised WAMTC
methodology with effect from January 2004.

Each WAMTC group is reviewed annually in line with PBPA meetings, and may be subject to ad hoc
reviews if a price reduction is requested for any of the drugs in a group.

There are two categories of drug groups to which the WAMTC methodology applies:

• Therapeutic group premium (TGP) drugs; and

• Non-TGP drugs, where the mode of action is not necessarily the same but the drugs have
been listed on a cost minimisation basis as providing similar health outcomes. In some
cases, it may be that the group could form a TGP class but has not been designated as such.
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There are currently four TGP WAMTC groups:
• H2 receptor antagonists (cimetidine, ranitidine, nizatidine, famotidine)
• CCBs (dihydropyridines) (amlodipine, felodipine, lercanidipine, nifedipine)
• ACE inhibitors (captopril, enalapril, fosinopril, lisinopril, perindopril, quinapril, ramipril,

trandolapril)
• HMGs (statins) (atorvastatin, pravastatin, simvastatin)

There are also two non-TGP WAMTC groups:
• Antidepressants (SSRIs plus) (citalopram, fluoxetine, fluvoxamine, mirtazapine, moclobemide,

reboxetine, paroxetine, sertraline)
• Proton Pump Inhibitors (PPIs) (esomeprazole, lansoprazole, omeprazole, omeprazole

magnesium, pantoprazole, rabeprazole)
Note: The four dihydropyridines CCBs plus diltiazem form a WAMTC group through diltiazem’s relativity to
the other drugs.
In January 2004, a review of five groups took place, with the resultant price or therapeutic group
premium adjustments commencing from 1 May 2004. The review of the final group, the SSRIs plus, will
be undertaken in August 2004.
The methodology will operate on a regular cycle from August 2004.

Highly Specialised Drugs 
Section 100 of the National Health Act provides for an alternative means of providing a pharmaceutical
benefit in circumstances where the usual PBS supply arrangements are unsuitable. There are certain
drugs that because of their clinical use or other special features are restricted to prescription 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
Government subsidy mechanism for the supply of HSDs. The Government provides funding for the drug
cost for community based patients. The State and Territory Governments fund the in-patient usage of
HSDs 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 Government and the State and Territory governments and be
recommended by the PBAC. 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.
The PBPA’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 HSDs are
separately listed in the Schedule of Pharmaceutical Benefits.



At 30 June 2004 there were 58 Highly Specialised Drugs listed under Section 100. Subject to
reconciliation of expenditure, payments made for both Public and Private Hospitals was $397.6 million,
which is a 14.1% increase on the previous year.

Indications Grouping Number of drugs Public Private Combined
Hospital $ Hospital $ $

Acromegaly 3 10,589,256 3,865,670 14,454,926
Bisphosphonates 2 9,520,566 7,722,843 17,243,409
Haemopoietics 2 83,129,517 14,886,582 98,016,100
HIV/AIDS Antiretroviral Agent 18 82,598,860 125,996 82,724,856
Immunocompromised Conditions 9 4,915,584 368,268 5,283,851
Immunostimulating Agent 10 55,990,559 26,133,715 82,124,274
Immunosuppressing Agents 7 49,836,215 4,341,728 54,177,943
Other Conditions 7 40,514,490 3,056,998 43,571,488
Grand Total 58 337,095,047 60,501,800 397,596,847

Special Pharmaceutical Benefits

A product may require a special patient contribution when a pricing agreement between the Government
and supplier cannot be reached for unique products. Such products are ‘special pharmaceutical benefits’.
There is currently one product listed that has a special patient contribution.

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.

Therapeutic Group Reviews

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

Confidentiality of information

All information provided on a confidential basis to the PBPA is strictly treated as such. This confidential
information is not disclosed to any person apart from members of the PBPA and relevant officers of the
Department of Health and Ageing and the Department of Industry,Tourism and Resources, without the
express permission of the Chairman and the company concerned.
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Results of therapeutic group reviews 2003–2004

In the 2003–2004 financial year, the PBPA held four therapeutic group reviews, the summary results of
which are compared below with those for the previous year:

Product review results 2002–2003 2003–2004

Number of items reviewed: 2,871 2,866
Number of products (includes individual brands)
for which price applications were received 496 505

17.38% 17.62%

Number of products for which price increases
were granted: 104 120

3.6% 4.2%

The number of new items recommended for listing and new items actually listed for the financial year
2003–2004 was:

Number of items recommended for listing by the PBAC 88 73

Section 100 (based on PBAC meetings held in
2003–2004 financial year, includes different strengths) 18 18

Number of items listed 85 *140

Section 100  (based on new items listed in
the PBS Schedules for 2003–2004) 14 **79

* 2003/2004 figures include secretariat listings (ie. listings that did not go to PBAC/PBPA meetings).
Figure includes 10 drugs listed under 42 items in the new sub-section of Palliative Care.

** Figure includes 20 drugs with several drugs having a large number of different pack sizes/combinations.

Estimate of additional cost of drugs newly listed during 2003–04* - $267.5 million**

* The estimated costs to the PBS and RPBS is for first 12 months of listing each drug, based on estimated net
costs from major PBAC submissions for drugs listed on PBS between 1 July 03 to 30 June 04. Note that
drugs are listed at stages throughout the year so the total is not the estimated cost to the PBS and RPBS in
the financial year 2003–04.

** Includes $50.3 million for drugs that did not require Cabinet consideration.
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Estimated cost of price increases of existing items 2003–2004

The general price increases granted to suppliers in 2003–2004 are collectively estimated to add 
$4.8 million to the cost of the PBS 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:

Approval of price increases 2002–2003 2003–2004
$ million $ million

Recommended by the PBPA and subsequently
approved by the Minister 5.3 4.8

These cost estimates do not include any expenditure for increased Australian activities considered under
the PIIP.

Cost of Pharmaceutical Benefits Scheme, 2003–2004

The total cost of the PBS for 2003–2004 was $5,607.5 million. This comprised $4,023.4 million for
persons covered by concession cards, and $1,013.6 million for general patient, ie those patients not
covered by concession cards. PB Other expenditure was $570.5 million, which includes a range of
categories of expenditure, including Highly Specialised Drugs.

Category Cost to Govt
Processed (excludes 

script patient
numbers contributions)
million $ million

General 28.0 1,013.6

Concessional 137.4 4,023.4

PB Other * 570.5

Total 165.4 5,607.5

* PB Other contains diverse programs. The majority of data are collected by State Governments and script
volume is unavailable

Note: For the general public, where a pharmaceutical benefit has a dispensed price below the general patient
contribution (that is, below $23.70), the consumer pays the full amount. The above figures do not include
these amounts.
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CHAPTER 3

Pharmaceutical Industry Investment Program

A supplementary Annual Report on the Pharmaceutical Industry Investment Program (PIIP) for the full
2002–03 financial year was released in May 2004.

The PIIP commenced on 1 July 1999 and concluded on 30 June 2004. Total funding of up to $300 million
was allocated for the five years. PIIP 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 aimed 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 received partial compensation for the effects of price and volume constraints
under the PBS in exchange for performing additional Production Value Added and Research and
Development activities. Partial compensation was paid in the form of either notional or actual price
increases on PBS products nominated by participating companies.

Participating Companies

Nine companies signed contracts for entry into PIIP. These companies were:

• Amrad Corporation Limited

• Bristol-Myers Squibb Australia Pty Ltd

• CSL Limited

• Eli Lilly Australia Pty Ltd

• FH Faulding & Co Limited (now Mayne Pharma Pty Ltd)

• Glaxo Wellcome Australia Pty Ltd (now GlaxoSmithKline Australia Pty Ltd) 

• Janssen-Cilag Pty Ltd

• Pfizer Pty Limited (now Pfizer Australia Pty Limited)

• Pharmacia & Upjohn Pty Ltd (now Pharmacia Australia Pty Ltd)

Annual Report 2003–2004 15



2003–2004 Activity

Payments totalling $33,818,457 were made for activity undertaken in the first three quarters of
2003–04. This included $20,654,223 for production value added and $13,164,234 for research and
development. Data for payments made for activity undertaken in the full financial year only become
available in December.

A supplementary Annual Report for the PIIP for the year ended 30 June 2004 will be released by the
Department of Industry,Tourism and Resources in 2005. The supplementary report will contain complete
financial data for activity undertaken in 2003–04.

16 Pharmaceutical Benefits Pricing Authority



CHAPTER 4

Tables

Table 1: PBS — summary of therapeutic group reviews for 2003–2004

Table 2: PBS —  highest cost items 12 months to 30 June 2004

Table 3: PBS — most prescribed items —12 Months to 30 June 2004

Table 4: PBS — top 20 suppliers by total cost for 2003–2004 
(from processed PBS prescriptions)

Table 5: PBS — top 20 suppliers by market share (scripts) for 2003–2004 
(from processed PBS prescriptions)

Table 6a: PBS — significant drug groups (incl Dr's Bag) by highest Government cost

Table 6b: PBS — significant drug groups (incl Dr's Bag) by highest script volume

Table 7a: PBS — significant drugs (incl Dr's Bag) sorted by highest change to 
Government cost

Table 7b: PBS — significant drugs (incl Dr's Bag) — sorted by highest volume change
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