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A INQUIRY PROCEDURES

This Appendix outlines the Inquiry process and the organisations and
individuals that participated in the Inquiry.

A.1l Introduction

On 21 June 1995, the Industry Commission received the terms of reference for
the Inquiry. The reference directed the Commission to report on ways of
improving the overal economic performance of the Australian human use
pharmaceutical industry, encompassing the prescription drug and the over the
counter sectors, and its contribution to the Australian economy. The original
time frame for the Inquiry was nine months. However, following requests from
the Australian Pharmaceutical Manufacturers Association and the Proprietary
Medicines Association of Australia, the Assistant Treasurer granted an
extension of six weeks to the final reporting date. The Final Report was
submitted to the Commonwealth Government on 6 May 1996.

The Commission placed a notice of the Inquiry in the national press inviting
individuals and organisations with an interest in the pharmaceutical industry to
make written submissions. To assist in preparing a submission, an |ssues Paper
was released outlining the scope of the Inquiry.

Prior to the release of the Draft Report, on 23 November 1995, a total of 96
submissions were received by the Commission. A further 112 submissions were
received in response to the Draft Report. A list of submissions is provided in
Section A.2.

During the course of the Inquiry, the Commission held discussions with
individuals, organisations and Government Departments in Australia and
overseas to gain background information and to assist in setting an agenda for
the Inquiry. Those visited by the Commission are listed in Section A.3.

Due to Inquiry time constraints, the Commissioners convened a number of
roundtabl e discussions rather than public hearings prior to the completion of the
Draft Report. These discussions enabled the Commissioners to exchange views
with small groups of key industry members on mgor issues. Roundtable
participants are listed in Section A .4.
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Public hearings were held in Sydney, Canberra and Melbourne during February
1996 to give participants an opportunity to comment on the Draft Report. There
was considerable input from participants with 33 participants appearing over
nine days (see Section A.5).

To assist the Inquiry, the Commission engaged the services of the following
consultants:

Bureau of Industry Economics—to report on the effectiveness and efficiency
of the Factor f scheme by using an updated version of the analytical approach
developed inits 1991 Review (BIE 1991); and

Centre of Policy Studies, Monash University—to provide a model to capture
the economy wide impacts of the Factor f scheme to date, and to forecast
impacts of any proposed scheme changes.

Additional information and data were also requested from many organisations at
various times during the Inquiry. The Commission is grateful for the
cooperation it received from participants.

A.2 Submissions received

Participant Submission No.
Abbott Australasia 48, 109
Advertising Federation of Australia 107
AIDS Council of New South Wales 196
Alcohol and Other Drugs Council of Australia 37
Alphapharm 14
American Chamber of Commercein Australia 194
AMRAD Corporation 24,117, 165, 177, 187
Andrews, Prof Peter 51
Association of Australian Medical Research Institutes 18, 157
Association of Pharmacy Registering Authorities 161
Astra Pharmaceuticals 20, 141, 205
Australasian Society of Clinical and Experimental 6, 103
Pharmacol ogists and Toxicologists
Australia—US Business Council 190
Australian Academy of Science 60
Australian Chamber of Manufactures 59
Australian Council of Trade Unions 55
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Australian Health Industry Development Forum

Australian Health Ministers’ Advisory Council

Australian Health Ministers’ Advisory Council,
National Drugs & Poisons Scheduling
Committee

Australian Medical Association

Australian Nursing Federation

Australian Pharmaceutical Manufacturers Association

Australian Pharmacy Research Centre

Australian Physiotherapy Association (Queensland
Branch)

Australian Podiatry Association (Victoria)

Australian Society for Medical Research

Australian Taxation Office

Bayer Australia

Bell, Dr Richard

Biota Holdings

Blackmores Ltd

Boots Company (Australia)

Brakel, Tony—Tahmoor Village Pharmacy
Bristol-Myers Squibb Australia
Bristol-Myers Squibb Company (US)
Bruce Graham Consulting

Burton & Associates

CanberraLiaison

Cenovis

Child Health Research Institute

Ciba-Geigy Australia

Citizens Commission on Human Rights (Psychiatric
Violations)

Coeliac Society of South Australia

Combined Pensioners and Superannuants Association
of New South Wales

Commonwealth Department of Human Services and
Health (now Commonwealth Department of
Health and Family Services)

197
99, 152
203

44, 186

111

31, 119, 180, 199
77

134

41
36
92, 167, 193

43

2

15

21,91

169

176

25,78, 151, 185
148

113

87

110
76
86
47
32

58, 150
52

153
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Commonwealth Department of Human Services and
Health, Australian Pharmaceutical Advisory
Council

Commonwealth Department of Human Services and
Health—Drugs of Dependence Branch

Commonwealth Department of Human Services and
Health—Pharmaceutical Benefits Advisory
Committee

Commonwealth Department of Human Services and
Health —Pharmaceutical Benefits Branch

Commonwealth Department of Human Services and
Health—Pharmaceutical Benefits Pricing
Authority

Commonwealth Department of Human Services and
Health—Pharmaceutical Health and the Rational
Use of Medicines Committee

Commonwealth Department of Human Services and
Health—T herapeutic Goods Administration

Commonwealth Department of Industry, Science and
Technology (now Commonwealth Department
of Industry, Science and Tourism)

Commonwealth Government, National Registration
Authority for Agricultural and Veterinary
Chemicals

Commonwealth Government, Worksafe Australia

Consumers Health Forum of Australia

Council on the Ageing

CSIRO

CSL

Ego Pharmaceuticals
Eli Lilly Australia

F.H. Faulding & Co.
Feros Riley & Associates
Fisons Pharmaceuticals

Galeshka
Garvan Institute of Medical Research

104, 137

54

22,123

11, 183

74, 145, 168, 201

72

16

56, 154

158

208

28, 139

40

38

39, 118, 179

172
67,142

46, 85, 89, 129
181
35

1, 98, 127
33, 90
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Glaxo Wellcome Australia
Greenwoods & Freehills

Hailey, Dr. David

Hamilton Laboratories

Henry, Dr David, Chair, Economic Sub-Committee,
Pharmaceutical Benefits Advisory Committee

Herron Pharmaceuticals

Howard Florey Institute of Experimental Physiology
and Medicine

Hutchings, Mr Mark

|Cl Pharmaceuticals
Institute of Drug Technology

Kiama View Pharmacy

Macfarlane Burnet Centre for Medical Research

Marion Merrell Dow Australia

MDA Pharma (Medical Dynamics Australia)

Medical Lobby for Appropriate Marketing

Medical Oncology Group of Australia

Mental Health Research Institute

Merck, Sharp & Dohme (Australia)

Moore, Ms Clover, Member for Bligh, Parliament of
New South Wales

National Pharmaceutical Distributors Association
New South Wales Government
Nutritional Foods Association of Australia

Orphan Australia
Osteoporosis Australia

Parke Davis

Peptide Technology, joint submission with Gropep,
F.H. Faulding, Johnson & Johnson, Biota
Holdings, Bresatec and Biotech Australia.

Pfizer

Pharmaceutical Benefits Advisory Committee

96, 143, 144
102

106
195
138, 170

10, 105, 192
23

82

50
30, 156

173

17

81

100

135

69

64

27,88, 95, 122, 178, 204
207

206
108

7,163
12

121
62

66, 79, 97, 133
123
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Pharmaceutical Council of Western Australia 130
Pharmaceutical Industry Discussion Group—CSL, Eli 198, 202
Lilly Australia, Glaxo Wellcome Australia and
Merck, Sharp & Dohme (Australia)

Pharmaceutical Research and Manufacturers of 147
America
Pharmaceutical Society of Australia 57,116
Pharmaction 3
Pharmacy Board of New South Wales 149
Pharmacy Board of Victoria 114
Pharmacy Guild of Australia 53, 83, 126
Pietsch, Mrs. Ruth 162
Prince Henry’ s Institute of Medical Research 4
Princess Margaret Hospital for Children 131
Procter & Gamble Australia 184
Proprietary Medicines Association of Australia 71, 120
Purity Australia 166
Quay, Mr David 174
Queendand Biochemics 125
Roche Products 191
Royal Australasian College of Physicians 140
Royal Australian and New Zealand College of 26
Psychiatrists
Royal Australian College of General Practitioners 75
RP Scherer Australia 29
Sandoz Austraia 93, 132
Schering-Plough 49, 84, 94, 128, 146
Serono 101
Sigma Pharmaceuticals 19, 200
SmithKline Beecham (Australia) 13, 115, 164
Society of Hospital Pharmacists of Australia 42, 155
Sotiropoulos, Dr. Chris 159
South Australian Government 70
South Australian Government—Economic 189
Development Authority
Stiefel Laboratories 171
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Tasmanian Department of Community and Health
Services
TechComm

United States Trade Representative, Office of—
Executive Office of the President

University of Melbourne

University of Sydney—Department of Pharmacy

VHA Trading Company

Victorian College of Pharmacy, Monash University

Victorian Government

Victorian Government, Department of Health and
Community Services, Medicines Evaluation
Committee

Walter & Eliza Hall Institute of Medical Research
Watermark

Whitehall Laboratories

Wound Care Community Focus Group

Y oung, Mr Philip and Mrs Hannelore

A.3 \Visits

Australian Capital Territory

Attorney General's Department

Australia Intellectual Property Organisation
Australian Medical Association

Australian National Audit Office

Australian Pharmaceutical Advisory Council
Australian Taxation Office

Bureau of Industry Economics
Commonwealth Department of Finance

Commonwealth Department of Foreign Affairs and Trade

112
73
136

68
63

61

34

80, 182
160

65
188

175

Commonwealth Department of Human Services and Health (now
Commonwealth Department of Health and Family Services)
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Commonwealth Department of Industry, Science and Technology (now
Commonwealth Department of Industry, Science and Tourism)

Consumers Health Forum of Australia

Health Insurance Commission

National Drugs and Poisons Scheduling Committee

Pharmaceutical Benefits Advisory Committee

Pharmaceutical Benefits Advisory Committee, Economic Sub-Committee

Pharmaceutical Benefits Pricing Authority

Pharmaceutical Health And Rational use of Medicines Committee

Pharmacy Guild

Proprietary Medicines Association of Australia

Therapeutic Goods Administration

New South Wales

Alphapharm

Astra Pharmaceuticals

Australian Pharmaceutical Manufacturers Association
Australian Taxation Office

Baume, Prof Peter

Bayer Australia

Blackmores

Ciba-Geigy Australia

Eli Lilly Australia

Garvan Institute of Medical Research
Merck, Sharp & Dohme (Australia)

Parke Davis

Pfizer

Reckitt & Coleman

Roche Products

Schering-Plough

University of Sydney, Clinical Trials Centre

Victoria

AMRAD Corporation

Biota Holdings

Bristol-Myers Squibb Australia

CSL

Department of Industry, Science and Technology (now Commonwealth
Department of Industry, Science and Tourism)
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Glaxo Wellcome Australia

|Cl Pharmaceuticals

Sigma Pharmaceuticals

SmithKline Beecham (Australia)

VHA Trading

Victorian Department of Business and Employment
Victorian Department of Health and Community Services
Victorian Department of Premier and Cabinet

South Australia

Brauer Biotherapies

F. H. Faulding & Co

Hamilton Laboratories

Sansom, Prof. Lloyd, Chair APAC
Wing, Prof., ASCEPT

New Zealand

New Zealand Ministry of Commerce
New Zealand Ministry of Health
New Zealand Treasury

PharmAc

SmithKline Beecham

Singapore

Australian High Commission

Economic Development Board

Glaxo Wellcome Asia Pecific

Ministry of Health Pharmaceutical Dept
National Science and Technology Board

United States

Bristol-Myers Squibb Company

Food and Drug Administration

Medco

Merck & Co

Pfizer

Pharmaceutical Research & Manufacturers
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Ireland

Irish Industrial Development Agency
Irish National Drugs Advisory Board

United Kingdom

Association of British Pharmaceutical Industry
European Medical Evaluation Agency

Glaxo Wellcome

London School of Economics

Medicines Control Agency

National Health Service

SmithKline Beecham

A.4 Roundtable participants

Sydney 16 August 1995

Australian Pharmaceutical Manufacturers Association
Alphapharm

Astra Pharmaceuticals

Bayer Australia

Bristol-Myers Squibb Australia
Ciba-Geigy Australia

CRC in Cardiac Technology

Eli Lilly Australia

Garvan Institute

Hoechst

Marion Merrell Dow Australia
Parke Davis

Parry, Prof. Tom

Pfizer

Roche Products
Schering-Plough

Upjohn

Sydney 17 August 1995
ACIL

10
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Australian Pharmaceutical Manufacturers Association
Australian Pensioners' and Superannuants’ Federation
Blackmores

Cenovis

Consumers Health Forum of Australia

Marion Merrell Dow Australia

National Asthma Campaign

Parke Davis-Wellcome

Pharmacy Guild of Australia

Proprietary Medicines Association of Australia
Reckitt & Coleman

RP Scherer Australia

Schering-Plough

Sterling Winthrop

Melbourne 22 August 1995

Australian Medical Association

AMRAD Corporation

Australian Pharmaceutical Manufacturers Association
CSIRO—Division of Biomolecular Engineering
CSL

F.H. Faulding & Co.

Glaxo Wellcome Australia

Hamilton Laboratories

Institute of Drug Technology

Merck, Sharp & Dohme (Australia)

National Pharmaceutical Distributors Association
RPR Australia

Sigma Pharmaceuticals

SmithKline Beecham (Australia)

Consumers Health Forum of Australia

Society of Hospital Pharmacists

11
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A.5 Public hearing participants

Sydney—6, 7 and 8 February 1996

Australian Pharmaceutical Advisory Council
Australian Pharmaceutical Manufacturers Association
Astra Pharmaceuticals

Cenovis

Eli Lilly

Garvan Institute of Medical Research

Medical Dynamics Australia

Merck, Sharpe & Dohme

Nutritional Foods Association of Australia

Parke Davis/ Parke Davis-Wellcome

Pfizer

Pharmaceutical Benefits Advisory Committee
Pharmaceutical Health and Rational Use of Medicines Committee
Proprietary Medicines Association of Australia

Canberra—13, 14 and 15 February 1996

Australian Taxation Office

Bristol-Myers Squibb

Department of Health and Family Services—Pharmaceutical Benefits Branch
Department of Industry, Science and Tourism

Pharmaceutical Society of Australia

Pharmacy Guild of Australia

National Drugs & Poisons Scheduling Committee

Therapeutic Goods Administration

Melbourne—20, 21 and 22 February 1996

AMRAD

Andrews, Prof. Peter

Association of Australian Medical Research Institutes

Australasian Society of Clinical and Experimental Pharmacologists and
Toxicologists

Boots & Co

CSIRO, Division of Biomolecular Engineering

CSL

Faulding

Glaxo Wellcome

Institute of Drug Technology

SmithKline Beecham

12



B PHARMACEUTICAL BENEFITS SCHEME—
BACKGROUND ISSUES

This Appendix provides background information to the PBS. It
details the Council of Australian Governments health policy
proposals which may affect the PBS, PBS expenditure from 1989-90
to 199495 and the changes in PBS copayments and safety nets since
1960.

Box B.1: COAG health policy reform proposals

The Council of Australian Governments (COAG) has identified the need to adopt a
whole-of-system approach to reform of health and community services, to ensure that all
jurisdictions and stakeholders have a joint interest in reform. Key elements of a whole-
of-system approach will be:

* new structures including multilateral and bilateral agreements, which enable
governments to plan and fund the system on a national basis and set priorities within
it;

< new funding arrangements which support services reform, promote cost effective care
and provide incentives for appropriate substitution across the whole system; and

e greater coherence in service organisation through the re-design of systems boundaries
around the broad types of individual need, defined as ‘ streams of care’.

The need for effective intervention at a population level as a reform priority has also
been identified. Reform objectives for this area could include:

¢ to plan and develop the population health and wellbeing functions across the system
ensuring an integrated and responsive set of activities;

e to respond to recognised emerging population level issues including environmental,
social and behavioural health determinants; and

e to survey and monitor the outputs and outcomes of health and community services
system activity through comprehensive information collection and analysis.

(cont.)
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Box B.1 COAG health policy reform proposals (cont.)

The concept of streams of care is intended to locate the various elements of the system
within a coherent planning and management framework with the aim of assisting people
in accessing the right mix of services from arange of providers. The three main streams
of care being proposed by COAG are:

» general care, which people usually access themselves and which meets a wide range
of specific or ongoing primary care needs or provides referral to more specialised
longer term or complex care;

* acute care, which is more intensive, episodic care accessed in emergency situations
or by clinical referral and generally associated with an intervention to treat or cure a
critical condition or other complex health problem; and

» coordinated care, or care of alonger term, more complex or continuing nature which
requires the assembly of a mix of services related to those needs and which cannot be
adequately self-managed in the general care network.

Source: COAG 1995b

14
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Table B.1: Cost of the PBS, 1989-90 to 1994-95, $ million

198990 1990-91 199192 199293 1993-94 1994-95
Commonwealth Government payments on benefit prescriptions®
Genera
General ‘ordinary’ b 170.0 157.8 166.0 193.9 224.7 290.8
Safety net level 1 ¢ ¢ ¢ 36.4 65.8 78.8 93.4
Safety net level 2 d na na 18.9 53.1 63.9 0.04
Total Genera 170.0 157.8 221.3 312.8 367.4 384.2
Concessional
Concessional ‘ordinary’ © 74.8 342.7 714.6 851.5 1019.6 1195.0
Concessional safety net f na na 196.6 253.2 297.6 302.5
Pensioner 9 740.7 428.7 na na na na
Cardholders " 150.0 165.2 na na na na
Total Concessional 965.5 936.7 911.2 11047 1317.2 14975
Total Commonwealth 11355 1094.5 11325 14175 1684.6 1881.7
payments on benefit
prescriptions
Patients contribution on benefit prescriptions
General benefit prescriptions 162.6 132.1 135.0 172.9 194.1 230.3
Concessional benefit 22.2 91.7 173.2 186.6 201.6 214.2
prescriptions
Total patient contribution 184.8 223.8 308.2 359.5 395.7 4445
Total cost of benefit 1320.3 1318.3 14407 1777.0 2080.3 2326.2
prescriptions
Commonwealth Government 439 64.8 100.9 101.6 116.7 109.6
payments through miscellaneous
services'
Total cost of pharmaceutical 1364.2 1383.1 15416 1878.6 2197.0 24358
benefits
Total Commonwealth 11794 1159.3 12333 1519.0 1801.3 1991.3
Gover nment payments
a Sourced from PBS claims processing at the Health Insurance Commission and the Department of
Health Housing Local Government and Community Services.
b Prescriptions supplied to persons other than those eligible to receive pensioner or concessiona
pharmaceutical benefits or appropriate safety net benefits.
c In 1991 General Safety Net level 1 costs were included in the Concessional category, as these

prescriptions attracted a $2.50 (now $2.60) copayment.
(cont.)
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Table B.1: Cost of the PBS, 1989-90 to 1994-95, $ million (cont.)

d This category existed from 1 January 1991 to 31 December 1993; costs in 1991 were included under
Safety Net level 1 above.

e Prescriptions supplied to persons eligible to receive concessional pharmaceutical benefits in 1990-91,
includes ‘pensioner’ prescriptions dispensed after 1 November 1990.

f Introduced with effect from 1 November 1990. For 1990-91, these costs are included in the
‘pensioner’ category.

g Payments for prescriptions dispensed to persons eligible to receive free pensioner pharmaceutical

benefits. This category ceased to exist from 1 November 1990 when a patient copayment of $2.50 was
introduced and all ‘pensioners’ were included in the concessional category.

h Prescriptions supplied free to holders of a Pharmaceutical Benefits Entitlement Card. From 1992 these
costs are included in their correct categories—either General Safety Net level 2 or Concessional Safety
Net.
i In 199495 the miscellaneous services expenditure of $109.6 million consisted of:
$'000 $000
Highly Specialised Drugs 53 903 Safety Net Card issue costs 3389
Growth Hormone 23057 Methadone 2486
Doctor’s Bag 15781 Colostomy and Ileostomy Assoc 438
IVF etc 9974 Other 593

Sources:  DHSH 1995b, p. 33; DHSH 1995c, p. 87
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Box B.2: PBS copayment and safety net changes, 1960 to April
1996

1 March 1960—General copayment of $0.50 introduced

1 November 1971—General copayment increased to $1.00
1 September 1975—General copayment increased to $1.50
1 March 1976—General copayment increased to $2.00

1 July 1978—General copayment increased to $2.50

1 September 1979—General copayment increased to $2.75
1 December 1981—General copayment increased to $3.20

1 January 1983—General copayment increased to $4.00; ‘concessional users’ category,
including unemployed and other low income users (health care card holders) introduced
at $2.00 copayment (these beneficiaries had previously paid the general copayment)

1 July 1985—General copayment increased to $5.00

1 November 1986—Numerical safety net introduced for both general and concessional
patients (of 52 prescriptions per annum); general copayment increased to $10.00, and
concessional copayment increased to $2.50

1 July 1988—General copayment increased to $11.00

1 November 1990—Pensioners included in the concessional user category, with the
introduction of a $2.50 copayment. General copayment increased to $15.00. Single tier
safety net for pensionersintroduced

1 January 1991—Two tier monetary safety net introduced; a single tier safety net for
concessionalsintroduced. General safety net $300, concessional safety net $130

2 January 1991—Indexation of copayments and safety net thresholds introduced
1 August 1991—Genera copayment indexed to $15.70
1 October 1991—Concessional (including pensioners) copayment indexed to $2.60

1 January 1992—Joint safety net established, including recognised hospitals and
repatriation beneficiaries. General safety net indexed to $309.90, concessional safety net
indexed to $135.20

1 August 1992—General copayment indexed to $15.90

(cont.)
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Box B.2: PBS copayment and safety net changes (cont.)
1 January 1993—General safety net indexed to $312.30

1 August 1993—General copayment indexed to $16.00
1 January 1994—General safety net increased to $400

1 August 1994—General copayment indexed to $16.20
1 January 1995—General safety net indexed to $407.60
1 August 1995—General copayment indexed to $16.80

1 January 1996—General safety net increasing from $407.60 to $600 and concessional
safety net increasing from $135.20 to $140.40

Sources:  Sloan 1995, pp. 73-75; Willis & Beazley 1995, p. 3-98

18



C FACTOR F PRICING GUIDELINES

The full text of the Pharmaceutical Benefits Pricing Authority
Factor f pricing quidelines 1992, outlining the criteria and
conditions associated with Factor f funding, are reproduced in this
Appendix.

Pharmaceutical Benefits Pricing Authority Factor f pricing
guidelines 1992

Introduction

The Government recognises its policy of securing pharmaceutical products
listed on the Pharmaceutical Benefits Scheme (PBS) at the lowest possible cost
has restricted the development of the pharmaceutical industry in Australia. The
Government introduced the Factor f scheme in 1988 to redress the negative
impact on pharmaceutical industry activity resulting from low PBS prices.
Under the scheme, companies which make a significant commitment to
increased internationally competitive production and research and development
(R&D) in Australia are able to achieve higher prices for some of their products
listed on the PBS. In order to qualify for higher prices, companies must either
meet specific performance requirements in respect of production and R&D or
they must demonstrate they are making a significant contribution to increased
internationally competitive pharmaceutical activity in Australia.

The first guidelines for the scheme were released by the Minister for Industry,
Technology and Commerce and the Minister for Community Services and
Health on 25 May 1988. The Government amended and updated these
guidelines on 19 November 1990.

The guidelines for Factor f were revised in 1992 following the Bureau of
Industry Economics review of the scheme and the Government’s decision to
extend the Factor f scheme to 1998-99.

Role of the authority
The Authority will:

« consider proposals received from companies for price increases under
Factor f;

19
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recommend approval or otherwise to the Minister for Industry, Technology
and Commerce and the Minister for Aged, Family and Health Services, and
where appropriate, the value of any price increases to be offered to
companies,

monitor companies performance against their proposal to ensure price
increases are commensurate with the level of activity companies achieve; and

discuss with companies additional activity or lower price levelsin the event a
company's performance is below the level forecast in its proposal.

Principles

The Factor f guidelines, under which higher prices will be paid, are based on
four fundamental principles:

prices for pharmaceuticals listed on the PBS should not be an impediment to
the significant development of the industry;

higher prices should only be recommended it they are likely to contribute to
the development of significant internationally competitive activity in
Australia;

PBS prices should not exceed the average prices of pharmaceutical products
in the European Community; and

a net benefit to the economy should result from any price increases granted
on the basis of Australian activity.

Timeframe

Activity undertaken in the period from 1 July 1992 to 30 June 1999 will be
eligible for price increases. Companies may be eligible for price increases from
and including the company financial year in which their proposal is lodged with
the Authority.

Definitions

Phar maceuticals are human use pharmaceuticals of the type currently

available under the PBS and include biologically active
products and systems.

Production is the manufacture for export or domestic sale of

pharmaceutical products, raw materials or material inputs
into finished pharmaceutical products. Productionis

20
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Exports

Imports

Value Added

Turnover

Resear ch and
Development
(R&D)

New Entrant

Continuing
Participant

Base Year

valued at ex-factory prices.

includes sales from Australia to other countries of

products, active ingredients, raw materialsfor usein
pharmaceutical products and income derived from royalties
and similar payments from other countries. The Authority
will consider the inclusion of exports of pharmaceutical
related services on a case-by-case basis. Exports of
pharmaceutical products are valued at free on board (FOB)
prices.

Isthe landed cost of imported pharmaceutical products,
active ingredients and components used in the production
or packaging of pharmaceuticals. Landed cost includes
expenditure on royalties and similar payments.

Is the difference between the ex-factory selling price and
the landed cost of imported ingredients, materials and
royalties and other similar payments. Value added can
include income from royalties and similar payments.

Istotal sales of pharmaceuticals at ex-factory prices.

iIsgenerally R&D as defined by the Industry Research and
Development (IR& D) Board for the purposes of applying
the IR& D tax concession. To be approved for price
increases, R& D will need to have the potential for usein
the development of pharmaceutical products and processes
or in the application of pharmaceuticals.

Isacompany which first participates in the Factor f scheme
after 1 July 1992.

Is a company which participated in the Factor f scheme
before 1 July 1992.

Isthe year which is used as the base over which increases
in activity are measured. For new entrants in the scheme,
the base year will generally be the company’s operating
year prior to approval of a Factor f proposal. Continuing
participants in the scheme will generally maintain their
existing base year.
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Participation in the scheme

To receive price increases under Factor f, companies must lodge proposals with
the Pharmaceutical Benefits Pricing Authority detailing the activity they
propose to undertake under the scheme.

Proposals for price increases should be detailed plans for new and expanded
R&D and production. Companies will need to demonstrate their proposals are
integrated with the long term strategic direction of the company as a whole.
Companies must also provide forecast data for activity over the period of the
proposal and audited data for activity in the base year.

Once the Authority has reviewed a proposal it will make a recommendation on
approval to the Minister for Industry, Technology and Commerce and Minister
for Aged, Family and Health Services. If the Government agrees with the
Authority’s assessment that a company has demonstrated it can meet the
requirements for entry into the scheme, the company will be eligible for price
increases under Factor f.

New entrants to the scheme will be eligible for Factor f price increases if they
are able to demonstrate their proposed activity is internationally competitive and
will provide significant net benefits to Australia. New entrants will either meet
specific eligibility criteria or demonstrate their proposal should be eligible on
gualitative grounds.

Continuing participants in the scheme will be eligible for additional price
increases where they can demonstrate their proposed new activity is
internationally competitive and will provide significant net benefits to Australia.
The Authority will discuss appropriate performance targets and price increases
with these companies and will make a recommendation to the Minister for
Industry, Technology and Commerce and Minister for Aged, Family and Health
Services. Details are provided on page 10 [in the original] of these guidelines.

Proposals from companies entering the Scheme after 1 July 1992

All new entrants will be required to demonstrate their proposed activity is
internationally competitive and will provide significant net benefits to Australia
Companies will generally enter the scheme by demonstrating their commitment
to meet two eligibility criteria within five years of approval. The Authority
recognises there may be circumstances in which a company, while making a
significant contribution to internationally competitive activity in Austraia, is
unable to meet these eligibility criteria. In such circumstances, the Authority
may recommend price increases on qualitative grounds.

22



C FACTOR F PRICING GUIDELINES

Eligibility criteria
The new entrant must undertake to meet one of the following two eligibility

criteria within three years of entry into the scheme and the other within five
years of entry into the scheme.

Production Increase the value added in Australia on pharmaceutical
production by 50 per cent over a 3 year period.

Research and Achievealevel of R&D spending equal to 3 per cent of
development  turnover and maintain R& D spending at 3 per cent of
turnover for the remainder of the scheme.

However, a company able to demonstrate it can meet the eligibility criteria will
not automatically qualify for Factor f price increases. Approva of price
increases is dependent on the assessment of the international competitiveness of
the proposed activity and of the net benefits which will accrue to Australia from
the activity.

Qualitative proposals

Where a company is unable to meet the eligibility criteria above, the Authority
may recommend price increases if the company is able to demonstrate it is
substantially increasing its activity in Austraia, and the activity is
internationally competitive and is likely to lead to significant net benefits for
Australia. The purpose of this provision is not to bypass the stringency or intent
of the eigibility criteria, but to provide some flexibility in cases where a
company’ s development strategy is no less ambitious.

In deciding whether to recommend approval of a proposa on qualitative
grounds, the Authority will consider the activity proposed by the company
including:

« new active ingredient production;

« new investment in production plant, facilities or equipment;
+ expenditure on new R&D projects;

+ new production for export and domestic sale;

« commitment to best manufacturing practice through measures such as
benchmarking, quality program and workplace reform;

+ establishment of Australia as a centre for operations in the Asia Pacific
region; and

 other internationally competitive activity.
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Performance targets after achieving the eligibility criteria

Once a new entrant has demonstrated it can meet its proposed eligibility criteria
or has been approved on qualitative grounds, the Authority will discuss with the
company performance targets for the:

« remainder of the proposal where a company meets the eligibility criteria; or
+ entire proposal where a company has been approved on qualitative grounds.

The targets will initially be determined at the time of approva of a proposal.
Performance targets will generally be growth rates for increases in R&D and
value added production.

New proposals from participants in Factor f Prior to 1 July 1992

New or revised proposals for price increases under the Factor f scheme from
companies participating in the scheme prior to 1 July 1992 must include a
detailed outline of internationally competitive activity the company proposes to
undertake under the extended scheme. Continuing participants will not be
required to meet the entry requirements for new entrants if they have met al
their performance requirements under the 1988 guidelines and the 1990 revised
guidelines. However, to continue to receive Factor f price increases these
companies will be required to demonstrate their continuing commitment to
expanding internationally competitive activity by meeting negotiated
performance targets or milestones. Continuing participants in the scheme will
maintain their existing base year.

Where a company participated in Factor f prior to 1 July 1992 and did not meet
its performance requirements under the scheme, its eligibility criteria and base
year for the extended Factor f scheme will be negotiated with the Authority,
subject to approval by Ministers, based on the company’s proposed activity for
the extended scheme and its actual performance under past guidelines.

The Authority will evaluate the proposals of all continuing participants to
determine whether the:

« company is substantially increasing its level of production and R&D activity
inAustralia;

« company’s proposed performance targets reflect the increased activity
proposed by the company;

+ proposed activity isinternationally competitive; and

+ proposed activity will produce significant net benefits for Australia.
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If the Authority considers a proposal is insufficient when measured against
these criteria, it will discuss additional activity or higher performance targets
with the company.

If the Authority determines the proposal is acceptable, it will discuss with the
company the payment rate it will recommend to Ministers for approval of the
proposal.

Price increases

Payment rates

Price increases will be calculated on the value of increased activity by the
company. The maximum payment rate a company may receive for a proposal
will be 25 per cent of the value of the increased activity. The actual level of
payment will be based on the Authority’s assessment of the benefits to Australia
of aproposal.

Production

+ Price increases for production activity will be paid on the increase over the
base year in value added in Australia. The rate will vary up to a maximum of
25 per cent of increased value added in Australia.

R&D

 Price increases for R&D activity will be paid on the increase over the base
year in after tax expenditure on R&D. The maximum payment rate a
company may receive for R&D activity will be 50 per cent of the increase in
after tax expenditure or 25 per cent of the increase in total expenditure,
whichever isthe lesser.

Application of price increases

Companies may apply price increases under Factor f to any of their
pharmaceutical products listed on the PBS with the agreement of the Authority.
Price increases will be paid direct to companies based on the activity they
identify in quarterly activity reports. Payments will be made one quarter in
arrears of reported activity.

Maximum price increase

Factor f price increases may not increase the price of a product to more than the
average price of the product in the European Community (EC). The EC average
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price will be based on a ssimple average of the price of the product in EC
countries in which it is sold. Where a redlistic EC comparison is not possible,
the Authority will determine an appropriate price ceiling.

Monitoring

Performance monitoring and price review

The Authority will monitor the performance of al companies receiving Factor f
price increases to ensure price increases paid to companies are consistent with
the actual performance of each company. Companies will be required to submit
an annual monitoring report within three months of the end of their financial
year in accordance with monitoring guidelines determined by the Authority.
Payments of price increases will be based on activity reported by companies in
quarterly activity reports and annual monitoring reports.

Three year review

The Authority will review the performance of each company after three yearsin
the Factor f scheme. To assist the Authority with its review, companies will be
required to submit revised forecasts of activity for the remaining years of the
scheme. The review will enable the Authority and companies to review their
performance in the scheme and to negotiate revised performance levels and
price increases for the remainder of the proposal. The three year review will not
preclude companies from lodging new or supplementary proposals. A
company’s proposed activity may also be subject to review at any time if
performance monitoring establishes a company is performing significantly
below forecast target levels.
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D INTERNATIONAL PHARMACEUTICAL
REGULATIONS

This Appendix outlines the regulatory environment faced by the
pharmaceutical industry in major overseas markets.

D.1 Introduction

An understanding of the regulation of the pharmaceutica industry
internationally is important for the Australian industry and community because
of the high degree of internationalisation of the industry and its increased
sensitivity to adverse regulatory environments.

Hansen argued that:

Regulation of the pharmaceutical industry, ... is likely to have effects which go
well beyond the borders of the regulating country. While regulations on
pharmaceutical manufacturing practices are likely to have primarily national
effects with some spillover to international trade, those regulations affecting
pharmaceutical innovation may have a maor impact on the availability of
therapies in other countries. This impact, ... is due to the international nature of
the market for pharmaceutical innovations (Hansen 1983, p. 568).

This Appendix deals with regulationsin the key areas of:
« tariff and non-tariff barriersto trade;

« drug evauation and scheduling;

« hedlth insurance;

« pharmaceutical reimbursement;

 price and profit control;

« standards of manufacturing; and

« product liability.

Chapter 16 contains a discussion of patent protection.
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D.2 Tariff and non-tariff barriers to trade

Customs tariff rates on pharmaceutical products are generally low and are not
considered to significantly affect international trade flows. The increased
globalisation of the pharmaceutical industry has meant that tariffs operate less
as a protective trade mechanism and more as a tax on imports, simply adding to
the cost of the final product. Non-tariff barriers (such as restrictions on imports
of pharmaceuticals) are considered to be more important in affecting
competitiveness. Nevertheless, selected pharmaceutical products are subject to
relatively high tariff rates in some countries and these can have a significant
impact on trade and competitiveness. For example, in 1991 Indonesia had tariff
rates on some lines of pharmaceutical products as high as 60 per cent, while
Bangladesh had rates as high as 100 per cent.

Emerging trade patterns in the pharmaceutical industry have been influenced by
the results of multilateral trade negotiations—namely the Tokyo and Uruguay
Rounds of the General Agreement on Tariffs and Trade (GATT). National
approaches, particularly with regard to tariffs on pharmaceutical and medicinal
products, have largely been governed by the GATT agreements. Agreementson
non-tariff barriers (such as technical standards and requirements) have not been
universally adopted.

During the Uruguay Round, the industry campaigned for the global elimination
of tariffs on pharmaceutical and medicinal products. It argued that the existing
worldwide tariffs, athough generally less than 10 per cent, represent a
significant barrier to trade and were in conflict with national cost containment
programs. While the pharmaceutical industry did not succeed in eliminating all
tariffs, a number of substantial markets, including Japan, the European Union
(EV), Canada and the US, did make commitments to eliminate their tariffs (see
TableD.1).

D.2.1 Technical barriers to trade

Technical barriers to trade are widespread and are generaly justified on the
grounds of protecting public health and safety. Under the Uruguay and Tokyo
GATT Rounds, exemptions were made for measures which can be justified on
public health and safety grounds. However, these must be applied without
discrimination. Thus, the international industry and the domestic industry must
be regulated in the same fashion.
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Table D.1: Tariffs applied to imports of pharmaceutical and medicinal
products, pre and post Uruguay Round agreements, 1995,
per cent

Country Average tariff @ Per cent tariff

pre-Uruguay post-Uruguay cut

Austria 8.9 0.0 100.0

Canada 1.7 0.0 100.0

China 18.1 181 0.0

EU 5.8 0.0 100.0

Finland 0.0 0.0 0.0

Hong Kong 0.0 0.0 0.0

India 68.9 36.9 46.3

Indonesia 16.3 2.8 82.7

Japan 45 0.0 100.0

Korea 224 11.3 49.3

Mexico 50.0 15.0 70.0

Norway 0.0 0.0 0.0

Philippines 19.0 17.3 8.9

Singapore 10.0 0.0 100.0

Sweden 0.0 0.0 0.0

Switzerland 0.2 0.0 100.0

Thailand 29.0 219 24.5

us 4.4 0.0 100.0

Average above countries 8.1 2.6 57.6

Ausiralia? 0.3 0.3 0.0

a Trade weighted averages based on unbound commitments.

b Australia currently has tariffs of 5 per cent on cotton wadding and bone cements which are included

within the trade category of pharmaceutical products, al other products are tariff free.

Sources.  DFAT 1995; ACS 1988, Chapter 30

The Uruguay GATT Round provided for two levels of commitment. The first
level applies to the signatories of the agreement, the central governments, and is
effectively afull commitment. The second, termed * best endeavours’, appliesto
regulatory and technical barriers of local (or state) and non-government bodies.
It essentially recognises that, in a federalist system, the central government
cannot always enforce international treaties. However, in most countries health
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and safety associated with pharmaceuticals are a central government
responsibility.

The GATT agreements also recognised the importance of international
harmonisation of regulations. The adoption of the International Organization
for Standardization (1SO) standards in many industries has been important to
achieving common standards. In the pharmaceutical industry, international
standards have been slow to develop although recently some progress has been
made following the first and second International Conference on Harmonisation
of Technical Requirements for the Registration of Pharmaceutical for Human
Use (ICH) (see Section D.3.4).

A further avenue of harmonisation of standards has been through the adoption
of the Good Manufacturing Practice (GMP) guidelines. These specify standards
of plant construction and operation and are discussed further in Section D.6.

D.3 Drug evaluation

The evaluation of the efficacy and effectiveness of drugsis a prerogative of all
governments and has arisen in response to mishaps in the marketing of drugsin
the past. Virtualy al nations assess the efficacy of drugs. However, there are
often multiple levels of evauation applicable within jurisdictions. These can
include:

+ sub-national regulations (for example where the central government does not
have the authority to regulate market access); and

« supra-national regulations, such asin the EU, where the European Medicines
Evaluation Agency (EMEA) provides an aternative assessment stream.

Table D.2 presents some information on national evaluation processes in a
selection of countries.

D.3.1 United States

The US is generally considered to have the most rigorous requirements for
assessing drugs. Its arrangements have evolved on a national scale since 1906
when the Pure Food and Drug Act 1906 (US) was enacted. Initial regulatory
arrangements targeted pharmaceutical products which were fraudulent and
dangerous, and the abolition of unsanitary conditions in pharmaceutical
manufacturing facilities. Since then, widespread adverse reactions to new
drugs, firstly in the 1930s in response to sulphonamide and subsequently to
Thalidomide in 1959 to 1962, saw the Act progressively strengthened.
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Table D.2: Drug evaluation

Country Main national evaluation body Sub-national evaluations
Australia Therapeutic Goods Administration No
Belgium Ministry of Health, EMEA & No
Canada Health Protection Branch Yes
Denmark National Board of Health, EMEA Yes
France Medicines Directorate (DPhM), EMEA No
Germany Federal Ministry of Health (BGA), EMEA Yes
Greece Ministry of Trade No
Ireland EMEA No
Italy United Commission for Drugs, EMEA No
Japan Ministry of Health & Welfare (Koseisho) Y es, some provincial
responsibility
Netherlands Committee for the Evaluation of Medicines, No
EMEA
New Zealand Ministry of Health No
Sweden National Board of Health & Welfare, EMEA No
Switzerland Intercantonal Office for the Control of Medicines No
UK Medicines Control Agency (MCA), No
EMEA
us Food & Drug Administration (FDA) Yes
a European Medicines Evaluation Agency (EMEA) appliesto al EU member states.

Source; USITC 1991

The Food Drug and Cosmetic Act 1938 (US) (FDCA) established the Food and
Drug Administration (FDA) as the national body responsible for testing and
approving pharmaceutical products. The FDCA introduced the requirement for
drug evaluation through clinical trials which has since been followed in
Australiaand elsewhere.

The 1962 Amendments, known as the Kefauver—Harris Amendments modified
the FDCA to restrict experimentation with new drugs. The Amendments arose
out the Kefauver Hearings by the US Senate Sub-Committee on Antitrust and
Monopoly and were originally focused on price colluson and excessive
profitability in the pharmaceutical industry. Under the Amendments, the
process of seeking investigational new drug approva prior to commencing
clinical trials and making application for marketing approval were established.
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Finaly, the Amendments introduced the process for filing post-approval adverse
reaction reports.

In 1984, the FDCA was amended under the Drug Price Competition and Patent
Term Restoration Act 1984 (commonly known as the Waxman—Hatch Act).
This Act addressed the issue of the impact of regulatory approval delay on
product patent lengths and resulting profitability. Growing evidence had
accumulated to show that the industry’ s success at R&D was declining. Under
the Waxman—Hatch Act, innovative drug companies received partial restoration
of their patent term by up to 5 years on new products, depending on the amount
of time lost during regulatory review, in return for greater market accessibility
for generic products through new procedures for abbreviated new drug
applications for generic versions of previously approved drugs.

D.3.2 European Union

In the EU, marketing approval procedures are being standardised. The
European Commission (EC) has implemented a two track system of drug
evaluation giving pharmaceutical companies the option of using a national
regulator, or the EMEA. The Committee for Proprietary Medicina Products
(CPMP) makes technical assessments and recommendations to the EMEA.

The decentralised (or multi-state) approach, permits a company to extend a
marketing authorisation issued by one member state to at least two other
member states. To qualify, the member states’ initial authorisation must comply
with EU directives governing member state approval. Applications can then be
forwarded to other member states authorities and concurrently the EMEA
should be notified. The member state in which authorisation is sought must
then either grant authorisation within 120 days or forward objections to the
EMEA. Generally, the EMEA givesits decision within 60 days and the member
state then has another 60 days to decide what action to take.

The centralised approach enables important questions relating to quality, safety
and efficacy to be resolved within the EMEA/CPMP before any national
decision is taken. In this approach, the applicant requests a member state to
become a rapporteur, which involves forwarding the application to the EMEA.
The rapporteur then establishes a decision date for the EMEA, prepares an
evaluation report and forwards this to the member states and the applicant. The
member states respond with comments which are then included in a second draft
of the rapporteur’s report, to which the applicant responds. The EMEA
recommendation is concurrently forwarded to member states. Those states in
which the applicant has requested approval are then required to finalise their
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decisions and forward them to the EC. This process of approva must be used
for biotechnological products and novel drugs.

D.3.3 Japan

The Japanese regulatory system is quite different to the US and European
systems. The mgjor law regulating the marketing of pharmaceuticalsin Japan is
the Pharmaceutical Affairs Law 1960. Under the law, applications for
marketing approval must proceed through various local and federal government
bodies. Applications start at the Prefecture Government of the sponsoring
company. The application is then filed with Koseisho (the Japanese Ministry of
Health and Welfare) whose Pharmaceutical Affairs Bureau enforces regulations
governing drug usage, approval and efficacy. Koseisho has established a drug
expert committee linked to the Chuikyo or Pharmaceutical Affairs Council
consisting of academic, research and medical authorities. The applicant then
has the opportunity to respond to Chuikyo's decision. Concurrently, the
National Institute of Hygienic Sciences and the National Institute of Health
verify the specifications and analytical methods used in the application. The
applicant is then given an explanation of the results of the Council’s
deliberation. A hearing may be held on additional documents in answers to
directions issued by the Council. Finally, the Minister is requested to approve
the drug for marketing. From application to the Prefecture Government to
Ministerial approval, average assessment time is normally 18 months for
prescription drugs, 10 months for non-prescription drugs, and 6 months for in
vitro diagnostics.

D.3.4 International Conference on Harmonisation of Technical
Requirements for the Registration of Pharmaceuticals for
Human Use

The ICH process involves the EU, the US and Japan. Australia attends as an
observer. It wasinitiated by the EU.

The first conference (ICH 1) agreed on guidelines for the detection of toxicity in
the reproduction of medicinal products and for studies in support of specia
popul ations—for example geriatrics.

ICH 11 considered:
 population exposure required to address clinical safety;

« management of clinical safety information;
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+ dose response studies;
« the contents of clinical study reports; and
« ethnic factorsin the acceptability of foreign data.

There has been considerable progress towards the implementation of some of
the ICH Il decisions, athough at this stage decisions are still restricted to
assembling data and preparing guidelines.

D.4 Drug scheduling

In most countries a scale of drug and poison schedules has been developed in
order to regulate access to pharmaceuticals. There are five broad levels of
access:

+ 0pen access through supermarkets, pharmacists and related outlets;
+ supply restricted to pharmacies;
+ supply restricted to pharmacists,

« supply only with prescription by General Practitioners (GPs) and related
medical professionals; and

« sadle only with GP's prescription and with prior approva from appropriate
government regulator.

Not al countries utilise all these classes of drugs. For example, Table D.3 lists
the countries adopting a class of drugs restricted to pharmacies (incorporating
the second and third classes of drugs listed above). The US and Greece are two
countries which do not have such classes of drugs.

Scheduling, in contrast to evaluation functions, has traditionally been a local or
regional government activity. This is because drugs are often rescheduled in
order to prevent localised abuse. However, there is also a recent trend towards
developing nationally uniform drug scheduling. This trend is reflected strongly
in Australia where the development and adoption of the Standard for Uniform
Scheduling of Drugs and Poisons (see Chapter 15) has effectively eliminated
local variationsin drug schedules.
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Table D.3: Intermediate drug schedules
Country Sale of some OTCs Country Sale of some OTCs
restricted to pharmacies restricted to pharmacies
Australia Yes Italy Yes
Belgium na Japan Yes
Canada Yes Netherlands Yes
Denmark Yes New Zealand Yes
France Yes, al OTCs Sweden Yes, al OTCs
Germany Yes Switzerland na
Greece No & UK Yes
Ireland na us No

a

na
Source:

No clear distinction is made between OTC and prescription drugs in Greece due to the lack of general
practitioners in the Greek medical profession (OECD 1994, p. 161).

not available
Spivey, Wertheimer & Rucker 1992

In the EU consideration is aso being given to the harmonisation of drug
schedules. A recent directive has announced that:

... the criteria (toxicity, counter-indications and so on) according to which the
arrangements for issuing medicines is established (issued with or without a
prescription) when they are being marketed are to be harmonised. Under the
system, a clear distinction will be made between medicines that may be issued
without a medical prescription and those for which a prescription will be
required. In the latter case, European citizens will be a lot better off, for they
will be able to acquire the same medicines without a prescription in al the
Member States (Multinational Service, 1992).

The General Accounting Office highlighted that the EU directive was restricted
to providing principles for classifying drugs as prescription only, and stopped
short of harmonising intermediate drug classes:

The EU has set criteria for distinguishing prescription from non-prescription

products.

However, since EU officials could find no evidence showing the

superiority of a particular drug distribution system, each country will decide the

nature and number of

Chapter 0:4.2).

The Pharmaceutical Society of Australia indicated that a recent review of drug
schedules in Canada also considered harmonisation of schedules across Canada
(sub. 116, Attachment B). In the US scheduling is a state function; however,
the broad adoption of just two drug schedules means that variations in drug

schedul es between states is reduced.

its own drug distribution classes (GAO 1995,
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D.5 Health insurance

There are mgor variations in the level of retaill prices of drugs in different
countries. This variation can also be observed within the single market of the
EU. The variation reflects the diversity of policies and attitudes towards health
insurance, pharmaceutical price regulation, reimbursement, industry promotion,
scheduling and taxation. A number of aternative health insurance arrangements
have been adopted:

« Primarily private insurance is often associated directly with employers and
regional funds, and supplemented with government reimbursement schemes
for the unemployed, poor and elderly. Such a system has been adopted in the
US and Switzerland. However, over 99 per cent of the Swiss population is
insured (OECD 1994, p. 286), compared with only 74 per cent of the US
population (OECD 1994, p. 318). The Swiss system is also characterised by
a risk equalisation fund which cross subsidises funds according to the
perceived risk of their cohorts.

« Health Insurance Funds (HIFs, Krankenkassen or Sickness Funds), were
developed in Germany during the late 19th century. The system has since
been adopted in the Netherlands, Denmark, France, Japan and Korea. The
system is centred around industry-wide and regional insurers, membership of
which is normally compulsory, although choice of fund is possible for some
consumers on the margin. Competition between the funds is permitted,
although normally this is limited to competition with premium funds which
patients can opt into. The HIFs and service providers negotiate budgets,
prices and other charges through the formation of regional associations.

« Mutualities are similar to HIFs, however, membership is normally voluntary
and the mutualities are owned by non-profit organisations or friendly
societies. Mutualities are common in both Belgium and France. Belgium has
just five mutualities, in contrast to France which has several thousand. In
France mutualities provide supplementary insurance to augment the
compulsory HIF insurance. They reimburse patient’s expenditure and have
no formal relationship with service providers.

- National health insurance has been adopted in the UK, Ireland, Italy,
Australia and New Zealand. Nationalised insurers are funded through
compulsory levies and general taxation. Patients often opt to supplement
nationalised coverage with private insurance.

« Regiona health insurers have primarily been established in countries in
which the central government does not have responsibility for heath—for
example in Canada. Regional health authorities have also been established

36



D INTERNATIONAL PHARMACEUTICAL REGULATIONS

under the auspices of a national health authority in recent reforms in the UK
and New Zealand. Often the taxing and levy powers of the regional
authorities are supplemented by federal subsidies.

The financial relationship between insurers and service providers in health care
systems falls into three broad categories. Each of these payment systems (or all
three) can exist in any of the health insurance arrangements described above:

Fee-for-service (FFS) relates to a retrospective reimbursement of service
providers expenses. FFS payments can be made directly by the insurer to
the provider (for example through bulk billing of physician feesin Australia)
or viathe patient who may then be reimbursed for a proportion of the service
fee. FFS payments are the traditional means of funding health care.

Prospective payments systems are essentially contractual payments made by
insurers in advance of service delivery. Hospitals, for example, can be
funded on the basis of the expected casemix (or service demands) of the
popul ations they service. Such arrangements are applied in the US Medicare
system.

Capitation involves an agreement between the regulator and the service
provider to share risks through annual payments independent of the volume
of services provided. FFS payments may still apply. However normally
capitation limits the liability of the regulator and provides incentives to the
manufacturer or service provider to contain sale volumes to the cap as sales
beyond the cap are unfunded.

D.6 Pharmaceutical reimbursement

Within the context of health insurance generally, countries also operate various
schemes for reimbursing a patient's pharmaceutical expenditure. These are
listed in Table D.4.

A particular feature of most pharmaceutical insurance schemesis the use of lists
of drugs which are covered by insurers. These lists fall into a number of
different categories:

a selected list, where a single national insurer agrees to reimburse only a
selected range of pharmaceuticals (for example in Australia);

a positive list, where a national regulator imposes upon private insurers and
the compulsory HIFs a list of drugs which are reimburseable. Those drugs
excluded from the list are not reimburseable by the insurers, but may be
availablefor private sale; and
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« anegatve list, which operates in asimilar way to a positive list except that it
includes drugs which cannot be reimbursed.

National regulators, such as the Pharmaceutical Benefits Advisory Council in
Australia, often make assessments of the relative costs and effectiveness of
drugs when deciding whether drugs should be included on their lists.

D.6.1 Reference pricing

Germany has a statutory health insurance scheme which is the main purchaser of
pharmaceuticals. In 1989, Germany passed the Health Reform Act 1989 (HRA).
Phase 1 fixed reimbursement levels for products that were off-patent and that
had a relatively high volume of use at alevel between the generic price and the
original manufacturer’s price (reputedly closer to the former than the latter).

Under phase 2 of the HRA, a reference price was introduced for products that
were ‘chemically related and are pharmacologicaly and therapeutically
comparable’ (USITC 1991, p.3-23). In phase3, a reference price was
introduced for ‘... particular combinations of products which are not necessarily
chemically related, but which are pharmacologically and therapeutically
comparable’ (USITC 1991, p. 3-23).

Reference pricing has since been adopted as a mechanism to contain costsin a
number of EU member states and has been considered in Canada and Japan.
The attraction of reference pricing, for regulators, is the introduction of an
element of market competition. Companies can achieve price premiums
through brand promotion but must compete with generic therapeutic substitutes.
The price versus quality sensitivity of the consumer then dictates the market
shares of the companies.
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Table D.4: Health and pharmaceutical reimbursement mechanisms

Country Insurers Listsin operation Basisfor inclusion on reimbursement list
Australia PBS Selected Factorsa- h, esp. cost effectiveness analysis
Belgium 5 mutualities Positive Seriousness of condition and therapeutic value
Canada Provincebased  Provincial based Normally all prescription products, reimbursement
based on manufacturing costs
Denmark Health Insurance Reference price  Therapeutic clustering excludes drugs which are
Funds (HIFs) not economical and of little therapeutic value
France Statutory HIFs& Positive Therapeutic value, relative price, activitiesin
mutualities France
Germany ~1100 HIFs Reference price  Therapeutic clustering excludes drugs which are
& negative not economical and of little therapeutic value
Greece 2 schemes: city  Positive A number of funds cover most pharmaceutical
based & rural products with varying rates of patient copayment,
lists are poorly enforced
Ireland 4 schemes Positive-General GM S Code Book includes prescription drugs of
differentiated by Medical services therapeutic value, other schemes are not selective
hardship & need Code Book
Italy National Health ~ Positive Includes all prescription products not used
Service (SSN) exclusively in hospitals. The positivelist has
class A (dispensed without copayment) & class B
(subject to copayment)
Japan HIFs Positive The reimbursement rate is unrelated to the price
paid for the product
Netherlands HIFs Reference prices  Therapeutic clustering, reimbursement to the level
of average priced drug in therapeutic class
New Zealand Regional Heath  Selected The Drug Tariff, reimbursement to the level of
Authorities lowest price drug in therapeutic class, based upon
pricein Aust., the UK and country of origin
Sweden HIFs Reference prices  Therapeutic clustering, reimbursement to the level
of average priced drug in therapeutic class
Switzerland ~200 private Recommended V aries between insurers, most follow the
insurers positive list, plus  suggested list of the OFAS which lists according
compulsory to cost effectiveness
negative list
UK NHS: PBS Selected Includes almost all prescription products, cost
effectiveness assessment has been considered
us ~1000 private None Not applicable
insurers
SSN Servizio Sanitario Nazionale

OFAS
Source:

Federal Office of Social Insurance
OECD 1994; EC 1995
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D.7 Price and profit control

Price control strategies (see Table D.5) are another arm of most countries
efforts to restrict the cost burden that universal access to medicines imposes on
insurers. Often, regardless of the insurance and reimbursement arrangements,
the central government acts on behalf of the insurers to negotiate or control
pharmaceutical prices. Centralising price negotiation with the pharmaceutical
manufacturers enables the purchaser to maximise its monopsony power to drive
down pharmaceutical prices.

There has been increased attention on the impact of domestic prices on domestic
activity levels. The industry has long argued that low prices are a disincentive
to domestic investment, manufacturing and research, and encourage companies
to disinvest. A number of countries have responded by offering higher prices
for drugs which represent significant breakthroughs, for example Japan.

D.7.1 European Union

Pricing controls on pharmaceutical products in the EU are implemented by all
member states. In 1983 the European Court of Justice ruled in the Duphar case
that individual member states can organise their health care and social security
systems so as to ensure the financial stability of these systems. Controls on the
prescribing behaviour of doctors in which only certain prescribed drugs are
reimburseable were declared legal and consistent with the Treaty of Rome. This
ruling established the validity of negative lists and other restrictions in the EU
(Duphar vs. The Netherlands, ECJ Case 238/82 [1984] CMLR 256).

The EC has also attempted to harmonise price regulation procedures in EU
member states. This does not imply equalisation of prices but instead refers to
the development of common procedures of assessment, reporting, feedback and
appeal. Such procedural provisions were incorporated in the EC's Price
Transparency Directive in 1990 (EC 1989). Although the status of the Directive
appears questionable under European law (failing an appeal by the Belgium
Government to the European Court of Justice (Burstall 1992, p.5)) al EU
member states have now implemented the directive.
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Table D.5: Price control approaches adopted

Eachdrug Better price Basisof allowed price Body regulating Comparative
price for local prices & approved drug prices
controlled  activities list
Audtralia  Yes, Yes, Factors a-h PBPA Low
only on Factor f Dept of Health
schedule
Belgium Yes Yes Transparency Committee,  Ministry of Low
matches price and per unit  Economic Affairs &
therapeutic value INAMI
Canada No No Primarily by tender na Low
Denmark  No, No ‘Most competitive priced”  Ministry of Health High
reference drug in therapeutic class
pricing
France Yes, Maybe Based upon fixed mark-ups DPhM Medium
only on and annual indexations
schedule
Germany  No, No ‘Most competitive priced  BGA Medium
reference drug in therapeutic class
pricing
Greece Yes, No The lower of the country of Ministry of Trade Low
only on origin price and average EU
schedule price
Ireland Yes No Priced at the lesser of price  Department of Medium
in UK and abasket of EU  Health
countries
Italy Yes Yes Costs, including allowance Interdepartmental  Low

for research content. OTCs Committee on
referenced to pricesin other Prices
EU member states

Japan Yes na Relativeto existing listed ~ Ministry of Health Medium
drug treating therapeutic & Welfare
class, otherwise R&D pay  (Koseisho)
back, rates of depreciation

apply
Netherlands No, No ‘Most competitive priced’  Ziekenfonds- Medium
reference drug in therapeutic class verzekering
pricing
New Yes No Relative effectiveness PHARMAC Low
Zedland
(cont.)
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Table D.5: Price control approaches adopted (cont.)

Each drug Better price Basisof allowed price Body regulating Comparative
price for local prices & approved drug prices
controlled  activities list

Sweden No, No ‘Most competitive priced”  Apoteksbolaget Medium
reference drug in therapeutic class
pricing

Switzerland Yes, drugs No Price monitoring, control of OFAS High
subject to ‘excessive’ priced drugs
price
ceilings

UK No, profit  Higher PPRS, negotiatesaglobal  National Health Medium
control profits profit margin with each Service

alowed firm, Rx products only
us No No na na High

BGA Federal Department of Health, Germany

DPhM Medicines Directorate, France

INAMI National Institute for Health, Sickness and Invalidity Insurance, Belgium
OFAS Federal Office of Social Insurance, Switzerland

PBPA Pharmaceutical Benefits Pricing Authority, Austraia

PPRS Pharmaceutical Price Regulation Scheme, United Kingdom

na Not available or not applicable

Sources. OECD 1992; OECD 1994; Spivey, Wertheimer & Rucker 1992; EC 1995

D.7.2 Profit control in the UK

The UK pharmaceutical industry is generally viewed as being highly successful
in terms of exports and R& D and the UK is considered an attractive location for
pharmaceutical manufacturing and research activity.

The UK Department of Health and Social Security is the monopsony buyer of
all prescription pharmaceuticals for the National Health Service (NHS).
However, the Department does not use its power to directly control the price of
NHS drugs. Instead, the Pharmaceutical Price Regulation Scheme (PPRS)—a
joint agreement between the UK government and the Association of the British
Pharmaceutical Industry—is designed to control the profits that companies may
make on NHS sales.

The PPRS has two functions:
+ to secure supply of medicinesto the NHS on fair and reasonable terms; and

+ to promote the UK pharmaceutical industry.
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The PPRS sets profitability targets for individual companies, expressed as a
return on capital, with a current target range of 17 to 21 per cent. However, the
system is flexible. Companies can present a case for retaining above target
profits if they can demonstrate new products are due, or if there is improved
efficiency. Similarly, a company may obtain a price increase if it can establish
that at current prices it cannot achieve its target profit (BIE 1991, p. 147). The
UK government recently announced areview of the PPRS.

D.7.3 WHO price monitoring

The Australian Pharmaceutical Manufacturers Association stated that, at the
recent International Conference on National Medicinal Drug Policies, the World
Health Organisation (WHO) was asked to:

... Set up a committee of experts which would consider ways to monitor and
report on prices and pricing mechanisms of essential drugs and raw materials
(sub. 199, Attachment C, p. 2).

Essential drugs and raw materials are those included under the WHO's list of
essential drugs. This list has been compiled to provide developing countries
with assistance in determining which drugs are necessary and affordable.

D.8 Standards of manufacturing

Standards of manufacturing have been developed by governments worldwide to
ensure that pharmaceutical products are of adequate quality. They relate to the
manufacturing, processing, packaging and handling of pharmaceutical
preparations and other medicinal products.

The purpose of the standards is to ensure that drugs are safe and stable and are
manufactured in an environment which minimises the risk of contamination.
The standards prescribe quality of ingredients, construction of plants, facilities
for employees and the production process, levels of staff training and systems of
record keeping and surveillance.

In 1987, the WHO and the pharmaceutical industry established GMP principles.
A number of derivatives of these standards have since been developed by
individual countries. Amongst the developed economies, the US and the
European Free Trade Association have established more rigorous guidelines. In
the less developed countries of East Asia and Latin America the standards
applied to pharmaceutical manufacturers are less strict (Ballance, Pogany and
Forstner 1992, pp. 144-5).
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The Austraian GMP standards, which are in harmonisation with the WHO
standards, are presented in Box D.1.

Box D.1:  Australian Good Manufacturing Practice standards
for pharmaceutical manufacturing facilities

The Good Manufacturing Practice (GMP) standards have developed over a number of
years as a detailed form of quality assurance applicable to the pharmaceutical industry.
The Australian standards are broadly consistent with the WHO guidelines. Guidelines
covering the buildings and grounds, for example, specify:

« the condition of pipes, ducts and service areas;

» gpace, layout and compatibility;

e air control;

» floors, walls, ceilings, and associated fittings; and
e goodsreceival and storage areas.

Standards also prescribe equipment conditions, manufacturing procedures, factory
sanitation and personal hygiene, staff training and skills, documentation of activities and
products, quality management, testing and feedback, with additional provisions for
contaminants.

Source:  TGA 1990, pp. 10-14

D.9 Product liability

Product liability laws regulate the ability of consumers to seek redress from the
manufacturer in response to injury or loss. One US estimate is that liability
insurance and litigation defence costs account for over 95 per cent of the price
of a childhood vaccine (USITC 1991, p. 3-26). Approaches adopted around the
world vary significantly. The costs derive from insurance and protection against
clams and defending the claims themselves. These costs are significantly
higher in the US than in the rest of the OECD.

The US product liability system ... has resulted in a decline in competitiveness of US
companies compared with foreign firms. Unlike non-US companies, the US companies
must factor the cost of product liability claims into the price of their products
(USITC 1991, p. 3-27).

Because there is no national statute governing product liability in the US,
product liability laws vary from state to state. This imposes considerable costs
on manufacturers. For example:
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A dispute over the safety and efficacy of a drug can lead a manufacturer into extended
and costly litigation in fifty separate jurisdictions, so that defenses have to be proven
again and again (USITC 1991, p. 3-27).

Harmonisation of product liability laws has occurred in Europe. The EC issued
a directive covering liability for defective products in 1985 (EC Directive
85/374/EEC). The Commission’s directive proclaimed that:

... the differences among member states liability laws distort trade and hamper the free
movement of goods and the formation of a common market for consumers
(USITC 1991, p. 3-28).

The directive went on to introduce a strict liability regime in which litigants
would merely have to show that the product was defective and that injury
occurred asaresult. This contrasts with the liability regime then in force among
most EU member states which required the litigant to show that the producer
had been negligent. This would have meant proving, for example, that the
company was aware that the product was defective.

The EU directive appears to have been implemented among member states.
However, differences in provisions among states remain as the directive allows
for member states to implement revisions and additions in relation to lega
procedures and particular areas of damage.

The existence of government approval is a defence in a number of countries
around the world (such as the UK), but no such defence exists in Australia or
the US.
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This Appendix examines the health environment and industry
development incentives for several countries that have an established
or emerging pharmaceutical industry. It highlights differencesin the
health environment, approaches to cost containment and industry
development policies.

E.1 Introduction

Chapter 6 examined the potential impact of a number of demand and supply-
side factors on the development of the international pharmaceutical industry. In
particular, the Chapter identified two important factors affecting the structure of
the industry: the approach to health cost containment adopted by countries and
industry development programs offered by governments.

This Appendix provides information on the health policy environment (focusing
on approaches to cost containment) and industry development initiatives in
several countries. Countries examined are: Canada, Ireland, Japan, New
Zealand, Sweden, Singapore, the UK and the US. These countries illustrate the
diversity in approaches to health cost containment and industry development
(seeBox E.1).

Before examining each country in detail, it is useful to look at the broad picture
that emerges from trade data and information on industry assistance.

E.1.1 Trade data

A country’s share of world exports can be a useful indicator of the impact of the
operating environment and industry development programs on the
pharmaceutical industry.!

1 However, as previously noted by the IC (1992, pp. 16-17), to be ‘successful’, industry
development measures would have to do more than increase exports of particular
products—they must raise national prosperity.
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Box E.1: Country categories

The countries covered in this Appendix can be divided into two broad categories—
depending upon the level and type of activity undertaken.

Category A: Countries with an established and sophisticated pharmaceutical industry
(including a significant research base). These countries are involved in all stages of
pharmaceutical production—they have discovered, developed, produced and marketed a
number of new chemical entities (NCEs)—and are the home base for at least one
multinational pharmaceutical company. Countries examined from this category are
Japan, Sweden, the UK and the US.

Category B: Countries with innovation capabilities that have recently discovered and
marketed at least one NCE. These countries have expertise is severa stages of
production (usually medical research and development capabilities, manufacturing and
an area of gpecialised active synthesis) and have developed domestically-owned
companies or extensive links with multinational companies. The countries examined in
this category are New Zealand, Ireland, Canada and Singapore. Ballance, Pogany and
Forstner also included Australiain this category.

Countries in the two categories can be further classified into those that have specifically
targeted the pharmaceutical industry (such as Sweden, Ireland and Singapore) and those
which have not (such asthe US, the UK and New Zeaand).

Source:  Ballance, Pogany & Forstner 1992, pp. 8-9

Figure E.1 illustrates how the shares of world pharmaceutical trade have
changed throughout the 1980s. Since 1987, Ireland, Japan and Sweden have
experienced a dramatic rise in their shares of world pharmaceutical exports.
Since 1980, export shares have declined dlightly for Singapore and Canada and
remained steady for Australiaand New Zealand.

E.1.2 R&D incentives

Chapter 6 noted that a number of countries have put in place industry
development initiatives that benefit the pharmaceutical industry. All of the
countries covered in this Appendix use some form of tax concession incentive
system to encourage research and development (R&D). Given the important
role that R&D plays in the pharmaceutical industry, the level of support
afforded by the tax concession provides a useful indicator of the relative
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Figure E.1: Country pharmaceutical * exports and imports as a
percentage of world pharmaceutical exports, 1980 to 1993
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generosity of government support for the industry.2 Some countries have aso
adopted a number of non-tax incentives for new investments such as direct

2 A caveat is that some countries (for example Ireland) have very generous incentive
schemes that can assist the pharmaceutical industry. Other countries, such as the UK and
the US do not offer specific industry assistance to their pharmaceutical industries.
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government debt or equity commitments, tariff concessions and reductions on
rates and charges that benefit the pharmaceutical industry.

The relative attractiveness of tax concessions is determined by the level of the
incentive and the value of tax payments foregone—the latter is determined by
the conditions of the income tax system. The Warda B-index was developed in
order to enable cross country comparisons of the impact of R&D taxation
incentives. A lower value for the B-index indicates a relatively more generous
incentive system. Table E.1 shows the values for the B-index for Australia and
some of the countries considered in this Appendix.3

Table E.1 shows that Australias R&D tax concession is relatively attractive
compared to most other countries. Only Canada and Singapore offer more
generous taxation concessions. However, while the B-index shows that
Australia’ s deduction rate (set at 150 per cent of expenditure) is less generous
than Singapore’'s (200 per cent of expenditure), it does not capture
administrative features of the respective schemes. Singapore’s scheme tends to
be more selective than Australia's, possibly implying that the difference in the
incentive effect is less than the B-index would indicate.4

Table E.1: Relative incentive provided by R&D tax mechanisms

Country B-index Country B-index
Canada (small company) 0.571 us 0.915
Australia (1985-86) 0.632 Japan (small company) 0.926
Singapore 0.678 Japan (large company) 1.000
Canada (large company) 0.733 UK 1.000
Australia (1995-96) 0.757 Sweden 1.017

Source:  1C 1995b, p. 509

The remainder of this Appendix examines the health environment and industry
development programs in Canada, Ireland, Japan, New Zealand, Sweden,
Singapore, the UK and the US.

E.1.3 The impact of cost containment and consumer preferences

There are a number of determinants of relative expenditure levels across
countries:

3 Datawere not available for Ireland and New Zealand.
4 SeelC (1995, pp. 508-511) for a detailed discussion on the use of this approach.
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+ per capitaincomes,

« consumer propensities and preferences for drugs, including such factors as
the demographic profile of the nation; and

« the severity of pharmaceutical and health care cost containment measures.

Figure E.2 illustrates the relationship between per capita incomes and
expenditure levels on drugs in 1989 across members countries of the
Organisation of Economic Co-operation and Development (OECD). While
higher per capita income is associated with a higher level of expenditure on
pharmaceuticals, a any given level of income there is also a high degree of
variation in expenditure. This variation reflects differences in cost containment
strategies and consumer preferences.

Given the variation in per capitaincomes, Figure E.2 illustrates that expenditure
on pharmaceuticals is significantly below the average in Australia, the UK and
Sweden. Expenditure on pharmaceuticals in New Zealand and Ireland is aso
low, but so is their per capitaincome. While the US and Canada exhibit both
high per capita income and high expenditures on drugs. The outliers in Figure
E.2 are Germany, which recorded the highest per capita expenditure on drugs,
and Greece which recorded the lowest.

E.2 Canada

E.2.1 Health care environment

The Canadian pharmaceutical environment is characterised by a series of
provincial pharmaceutical insurers each independently deciding upon allocation
of subsidies, the level of subsidy and the eligibility of residents for subsidy.
Drugs are purchased or subsidised using public tender processes (where
multiple sources are available for drugs such as off—patent products) or through
negotiation between insurers and manufacturers (for patented products). For
new products, the Province of Ontario, has recently introduced a form of cost-
effectiveness anaysis. Other provincial bodies use a simpler analysis of
therapeutic benefit.
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Figure E.2: Per capita national income and pharmaceutical expenditure
for OECD countries, 1989, $PPP @
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The Canadian Federal Government operates an additional health insurance
scheme which covers war veterans and Canadian natives and is similar in scope
to the Australian Repatriation Pharmaceutical Benefits Scheme.  Private
insurance schemes also augment the provincial schemes and are normally
funded by a combination of employer and employee contributions with
copayments normally payable by employees. Only selected workplaces in
Canada are covered by private hedth insurance. Few individuals opt into
private health insurance of their own accord (OECD 1994, p. 111).

Mechanisms for drug cost containment—specifically directed towards
increasing the level of consumer copayments—have received considerable
recent attention. This is because the Canadian Health Act 1984 forbids the
provinces from implementing patient copayments on hospital and physician care
and cost containment mechanisms must therefore target pharmaceuticals and
other secondary services (Neimeth 1995, p. 40).

British Columbia's insurer (Pharmacare), recently introduced a form of
reference pricing. Reference pricing allows branded drugs to attain price
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premiums payable as copayments by consumers, with Pharmacare only
reimbursing costs to the level of alow priced generic for each therapeutic class.>
To date only two classes of drugs have been subject to reference pricing, but
further classes of drugs will be included (Scrip, 15 September 1995, p. 17).

E.2.2 Industry development strategies

R&D expenditure in Canada is funded by business (40 per cent), government
(45 per cent) and from overseas sources (IC 1995, p. H.19). The peak
government research body is the National Research Council of Canada. It
carries out a wide spectrum of scientific and engineering research in response to
national, economic and social needs. While, the National Research Council is
not highly active in the area of medica and pharmaceutical R&D, other
publicly-funded research bodies (universities and research institutes) play a
significant role.

Within Canada a number of development policies are available to industry,
including the pharmaceutical industry. These include:

« accelerated depreciation of most manufacturing and processing equipment;
 lower provincial taxes for manufacturing and processing companies;

« tax creditsfor investments in specified regions of Canada;

« full deductibility of current expenses on R&D;

« full deductibility of capital expenses on R&D; and

« anumber of provincial and local schemes.

The source of these incentivesis largely provincia with the exception of the tax
deductibility for R&D expenditure which is provided by the Federa
Government (BIE 1991, p. 153).

E.3 Japan

E.3.1 Health care environment

Japan’s health care environment is largely based on a system of industry-wide
health insurance funds. This model, called the Public Medical Care Insurance

5 Pharmacare are also beginning to make assessments of the comparative effectiveness of
treatments in order to establish the reference pricesin each therapeutic class.
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System, was introduced to Japan in 1927 and has evolved to reflect the unique
environment of Japan. By 1961, the system had achieved total coverage of the
Japanese popul ation.

Health insurance, which aso covers pharmaceuticals, is divided into two broad
categories:

« The Employee’s Health Insurance system, which has 1900 health insurance
funds covering employees of large companies, and the government-managed
Social Insurance Agency which covers employees of small companies.

« The National Health Insurance system, which comprises 3400 smaller
insurers covering the self-employed and retired employees. Included are
health insurance funds managed by professional associations of doctors,
lawyers, artists and so on.

Pharmaceuticals are dispensed to patients through community pharmacies and
clinics. There are also a number of dispensing doctors but they are being
phased out. Patients generally make a copayment while the appropriate fund
reimburses the remainder. The Ministry of Heath and Welfare (MHW) has
established a “positive list” (see Appendix D) of approximately 13 000 drugs
which may be reimbursed. Until recently the prices of these listed drugs were
determined by the MHW on a 90 per cent bulk line basis (the price at which the
Ministry could secure 90 per cent of the supply of a particular drug). Japan has
now adopted a weighted averaging method in which current prices are weighted
by previous consumption volumes. Prices to manufacturers in Japan are now
largely equal to world prices (OECD 1993, p. 210).

The prices of new drugs are determined according to a ‘cost-plus approach
which incorporates an alowance for development costs. A premium price is
also applicable to innovative new drugs. Three basic premiums are applied:

« Kakkisal is the premium markup applicable to drugs which are researched
and developed as an entirely new concept. It isvalued at between 10 per cent
and 30per cent. To be eligible the drug must also have demonstrated
improved efficacy and safety over existing products, must be based on
innovation in manufacturing and have an effect on existing heath care
systems.

« Yuyosai is the premium markup applicable to useful drugs which have a
better efficacy profile than existing products. It is valued at between 1.5 per
cent and 4.5 per cent. To be eligible the drug could aso have an improved
safety profile, demonstrated high therapeutic value or represent an innovation
in the manufacturing process.
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« Shijosa is the premium markup applicable to orphan drugs. It is valued at
between 1.5 per cent and 4.5 per cent and applies to drugs which treat rare
diseases or are expected to serve small markets (Kanavos, Mossialos & Abel-
Smith 1994, p. 83).

The Japanese Government also monitors the volumes of drugs and has recently
began to revise downward the prices of drugs for which sales volumes greatly
exceed original forecasts. This has occurred in a number of instances where
recently approved drugs have expanded their approved indications (Scrip, 10
November 1995, p. 21).

E.3.2 Industry development strategies

There are over 100 government departmental laboratories in Japan, serving a
diverse range of research fields. In total, however, the government accounts for
only 8 per cent of research expenditure in Japan. Universities which are
government funded accounted for a further 11 per cent, while the private sector
accounted for the remaining 81 per cent (1C 1995b, Volume 3, pp. H.6-H.7).

Historically, pharmaceutical industry policies were administered by the MHW.
Industry policies affecting other Japanese industries were largely the preserve of
the Ministry of International Trade and Industry (MITI).

The MHW'’ s objective was to ensure the provision of high-quality health care to
the Japanese people through local supply of safe and efficacious medicines.
Since the early 1980s, trade barriers have been liberalised and the MHW has
shifted its focus to the encouragement of domestic R&D in the pharmaceutical
sciences. This shift has been brought about through:

« easing of restrictions (in 1968) on the formation of joint ventures between
Japanese and foreign companies;

 recognising product patents (in 1975);

« alowing (in 1978) brand names to be listed (on the MHW’s positive list)
rather than generic names providing companies with greater market
recognition and marketing returns; and

« extending (in 1979) the period of post—marketing approval surveillance from
three to six years (during which a company is guaranteed exclusivity
regardless of patent status).

In the late 1970s and early 1980s, developments in biotechnology prompted a
number of governments to target this activity as the source of a ‘new’
pharmaceutical industry. In Japan, this was done by MITI, which established a

55



THE PHARMACEUTICAL INDUSTRY

program for directing and funding biotechnology research. In 1983 MHW
followed MITI by establishing the Office of Advanced Research and
Technology of Pharmaceuticals.

A perceived conflict between the objectives of the MHW and the involvement
of different agencies in administering industry policy has led to concern about
the future direction of industry policy. The MHW faces an internal conflict
between its roles of containing pharmaceutical costs and developing a viable
domestic pharmaceutical (and biopharmaceutical) industry.

Thisview is further complicated by competition between the MHW, MITI and a
number of less significant agencies for industry promotion measures,
particularly in biotechnology.

Kanavos, Mossialos and Abel-Smith (1994, p. 65) argued that the reforms to the
Japanese pricing and reimbursement system (described above) have had a
number of effects on the Japanese pharmaceutical and biopharmaceutical
companies. Changes include:

« the misson of discovery research switching towards breakthrough
innovations which receive the high Kakkisai premium;

« theindustry’s pursuit of greater patient outcome data to support breakthrough
clams astraditional incremental safety and efficacy data are inadequate;

- sdes and marketing activities being increasingly concentrated on
demonstrating cost effectiveness; and

» the increased use of contract manufacturing alliances for small production
runs of drugs with small markets (the Shijosel premium).

E.4 Sweden

E.4.1 Health care environment

Health care services in Sweden are delivered by county councils, which provide
budgets and salaries for hospitals, general practitioners (GPs), pharmacists and
most dentists. Councils fund approximately 70 per cent of their health care
expenses through the tax system. These taxes are paid into the National Social
Insurance system. Grants from the National Government account for a further
19 per cent, while copayments and user charges fund the remainder. The sick in
Sweden are also eligible for income compensation from the second day of
illness. This is paid from the socia insurance system administered by the
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national government through the National Social Insurance Board (NSIB).
Thereis no significant private health insurance system in Sweden.

For many years, pharmaceutical procurement and supply in Sweden was
dominated by the Apoteksbolaget. The Apoteksbolaget is a monopoly
government agency which purchases drugs on behalf of community pharmacies
in Sweden. The Apoteksbolaget negotiated purchase prices with producers and
supplied pharmacies at subsidised prices with the margins borne by the NSIB.

In 1993, the Swedish Government introduced a reference pricing system for off
patent products and switched the responsibility for negotiating prices of
patented products to the NSIB. The NSIB currently uses the following criteria
In pricing decisions:

+ thedrug’ s therapeutic value and its estimated contribution in reducing overall
health care costs;

+ theprice of similar products sold in other countries;
« the price of the same product sold in other countries;
« the price of the product in its home market; and

+ thedrug’s projected sales volumes, R& D costs, manufacturing costs, and the
manufacturer’ s legal fees (GAO 1994, Appendix I11).

In December 1995 the Swedish Government announced its intention to
introduce further reforms to the health care system. The proposed changes
cover the pricing and reimbursement of pharmaceuticals—although the
Apoteksbolaget is likely to retain its monopoly position in supplying community
pharmacies. Health insurance will be devolved from the NSIB to the county
councils. Price negotiations would then occur between the County Council
Association and manufacturers to set pharmaceutical prices, and between the
Association and the Apoteksbolaget for reimbursement prices. A pricing
authority will soon be established to monitor prices adopted by the Association
and the Apoteksbolaget (Scrip, 1 December 1995, p. 2).

E.4.2 Industry development strategies

From about the 1970s, the focus of Sweden’s industry policy was on assisting
private and state-owned companies in certain sectors of the economy (such as
shipbuilding, steel, wood and paper products). The pharmaceutical industry,
like many other sectors, received little direct assistance.

In the mid 1980s, the focus of policy shifted towards genera or industry—wide
assistance. Rather than assisting individual industries or companies, policy
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shifted to assisting particular activities such as R&D and export market
development, and small businesses. For instance, the Swedish Industrial Fund
provides assistance to firms seeking to commercialise new products with grants
and loans covering up to 50 per cent of the estimated costs. The Swedish
National Board for Technical Development assists joint research by companies
and universities through cooperative research institutes—a program similar to
Australia's Cooperative Research Centre program. As an R&D intensive
industry, pharmaceutical companies are a major beneficiary of Sweden’'s
general assistance policies.

The close link that has been established between industry and academia has
been attributed for a large part of the success of the Swedish pharmaceutical
industry. Astra, a Swedish-owned pharmaceutical company, submitted to this
inquiry that:

... it is clear that one of the underlying strengths of Sweden is the close link

which has been established and become entrenched between academia and
industry (sub. 205, p. 2).

According to Ostholm (1995, pp. 186, 213) two approaches to forging these
links have been important. The first has been the provision of targeted
assistance by the Swedish Board of Technical Development and its Commission
for Drug Research to prospective drug developments. The second factor is the
Adjunct Professorship system in which researchers work jointly for industry and
academia.

E.5 New Zealand

E.5.1 Health care environment

Until relatively recently, the New Zealand health system was largely centralised.
The major funding and service provision bodies were:

+ the Department of Health (through its District Health Offices);

« 29 locally elected hospital boards which provided hospital and community
based care such as district nursing; and

 private sector service providersincluding GPs, pharmacists and dentists.

Hedth services were largely funded through the taxation system. The
Department of Health alocated funding to the various functions, including the
hospital boards. Private sector service providers were partially reimbursed on a
fee-for-service basis with the balance paid by patients.  Prescription
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pharmaceuticals, pathology and diagnostic services, and hospital care were
provided free of charge. Private insurance was and continues to be available.

Reforms to the New Zealand health system began in the 1980s and have led to a
regional purchaser—provider system. Initial reforms involved the establishment
of 14 locally elected Area Health Boards. These acted as both regiona
purchasers and providers of health care services on behaf of the local
community.

Subsequently the Area Health Boards were consolidated into four Regional
Health Authorities (RHAS). Elected officials were replaced by appointed
Boards for the new organisations. The RHAS are responsible for purchasing
health services from regional public and private providers on behalf of users.
Their fixed budgets are determined by the government and funded through
general tax revenue.

Publicly-owned hospitals and other health related service providers have been
reconstituted as Crown Headth Enterprises. The Crown Health Enterprises
operate independently under the Companies Act and will ultimately operate on a
strictly commercial basis—that is, through commercial contracts signed with
RHAs and charges levied on private patients and insurers.

The RHAs have established a jointly owned subsidiary called PHARMAC
which purchases pharmaceuticals for al of the RHAs. PHARMAC operates a
National Pharmaceutical Schedule and negotiates prices for pharmaceuticals
with manufacturers. In its negotiations, PHARMAC utilises advice from an
independent expert medical committee. The committee determines the relative
effectiveness of drugs and considers variables such as health needs, value for
money (in terms of the cost of aternatives), availability of substitutes and the
budget impact of listing.

E.5.2 Industry development strategies

The Government funds around 64 per cent of New Zealand's R& D expenditure
(including the Public Good Science Fund, higher education and government
departments). The New Zealand Foundation for Research, Science and
Technology allocates the Public Good Research Fund amongst submitted
proposals. This ensures that the Government’s R& D expenditure is contestable
among the 10 Crown Research Institutes and private sector contenders (IC
1995b, pp. H.22—H.25).

Aside from supporting R&D activities, New Zealand has not adopted specific
programs promoting the development of the pharmaceutical industry. Thereisa
clear recognition within the New Zealand Government of the trade-off between
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ensuring an affordable supply of medicines and promoting the development of a
local pharmaceutical industry.

E.6 Ireland

E.6.1 Health care environment

The Irish health care environment is a combination of public and private
institutions. Insurance is entirely provided by the government, largely out of
general taxation revenue and a 1.25 per cent health premium. Patients have the
additional option of joining the Voluntary Heath Insurance Board which
complements taxpayer-funded services in public and private hospitals.
Pharmaceuticals provided through community pharmacies are reimbursed by the
taxpayer funded General Medical Services (GMS) Payments Board.

Under the GMS, copayments for dispensed medicines are not payable by
Category | patients (those unable to arrange GP services for themselves and
their dependents without undue hardship), while Category |l patients (the
remaining population) are liable for a maximum £28 per annum.

The prices of all pharmaceuticals preparations listed by the GMS, as well as
those supplied to hospitals and health boards, are regulated. In 1972, the
Department of Health and the Federation of Irish Chemical Industries (FICI)
initiated the first 4 year term of the FICI Agreement. Prices of new products
were previously linked to those in the UK. However, recent agreements have
linked prices to the lesser of the average price of the same product in the UK
and a basket of European Union (EU) countries. The FICI Agreement also
provides for al products to be granted GMS listing provided they conform with
price, advertising and prescription requirements. The most recent agreement
has recognised the right of the Department of Health to seek cost-benefit studies
(EC 1995).

E.6.2 Industry development strategies

Ireland currently has a policy of explicitly encouraging investment in high
technology industries such as the pharmaceutical industry. A number of
incentives have been adopted, including:

« amaximum corporate tax rate of 10 per cent to the year 2010;
« capital grantsfor site, buildings and production equipment;

« reimbursement of the cost of an agreed training program;
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« acomprehensive grant package tailored to a company’s R&D requirements;
and

+ no restrictions on profit repatriation.

According to the Irish Development Authority (IDA 1993) 10 of the 15 largest
multinational pharmaceutical companies have established manufacturing and
research operationsin Ireland since these policies were adopted.

E.7 Singapore

E.7.1 Health care environment

The Singapore Government makes no explicit attempt to control pharmaceutical
prices and does not operate a nationa health insurance scheme to supply
pharmaceuticals through community pharmacies. The Government, however,
does have a magor impact on the supply of pharmaceuticals through public
hospitals and clinics. The hospitals procure pharmaceuticals largely through
tender processes to purchase off patent products and therefore favour generic
drug manufacturers, although branded manufacturers are equally €ligible to
tender (BIE 1991, p. 153).

E.7.2 Industry development strategies

The traditional approach of the Economic Development Board (EDB) of
Singapore has been to award development incentives to first mover or pioneer
companies. Designated industries were those involving high technology,
computers, industrial design and other services.

The recent focus of Singapore' s manufacturing industry development efforts has
been towards cluster development. According to the EDB (1995), cluster
development seeks to exploit opportunities and synergies resulting from
linkages and the co-locations of firms within individual industries. Linkages to
academic institutions are also supported. The broad range of maor investment
Incentives currently available in Singapore are listed in Table E.2.

Singapore has two additional programs relevant to the pharmaceutical industry.
The first is the International Manpower Program which seeks to broaden
Singapore's labour resource base by attracting highly talented individuals to
work in Singapore. The second is the National Technology Plan which seeks to
identify and promote R&D in key technologies. The pharmaceutical industry
has been targeted by the National Technology Plan (EDB 1995, p. 21).
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Table E.2: Investment incentives in Singapore
Tax incentive Tax concession
Pioneer status Exemption of corporate tax on income arising from pioneer activity. Tax

Post-pioneer status

Expansion incentives

Investment Allowance
Incentive

Approved Royalties
Incentives

Approved Foreign Loan
Scheme

Operation Headquarters

Export of Services
Incentives

Warehousing and
Services Incentives

Double Deduction of
R& D expenses

Venture Capital and
Overseas |nvestment
Incentives.

Venture Capital Fund
Incentive

relief period is5 to 10 years.

Concessionary corporate tax rate of 10 to 15 per cent for up to 10 yearson
income from qualifying activities.

Exemption of corporate tax on income in excess of pre-expansion level.
Tax relief period of up to 5 years.

Exemption of taxable income of an amount equal to a specified percentage,
not exceeding 50 per cent of new fixed capital expenditure.

Full or partial exemption from withholding tax on approved royalties.

Full or partia exemption from withholding tax on interest payments. .

Income arising from the provision of approved headquarters servicesin
Singapore will be taxed at 10 per cent. Tax relief period of up to 10 years
with provision for extension.

Exemption of corporate tax rate on 90 per cent of qualifying export income.
Tax relief period is 5 years, with provision for extension.

Exemption of corporate tax rate on 50 per cent of qualifying export income.
Tax relief period is 5 years, with provision for extension.

Double deduction for approved R& D expenses incurred within a specified
period.

Losses incurred from sale of shares or liquidation of overseas investments,
up to 100 per cent of equity invested, can be set off against the investor’s
other taxable income.

Net gains from divestment and other income from approved overseas
investments may be dligible for tax relief for up to 10 years.

Financial Assistance
Scheme

Grant amount

Initiativesin New
Technology Scheme

Product Development
Assistance Scheme

Grant of up to 90 per cent of S$160 per trainee day for the training of
manpower for qualifying activities.

Grant equal to 50 per cent of approved direct development costs.

Source:  EDB 1995, p. 28
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E.8 United Kingdom

E.8.1 Health care environment

Until 1990, the National Health Service allocated funding on a fee-for-service
basis to heath care providers. It now channels funding to RHAs. Funds are
raised through the general tax system and national insurance contributions.
RHAs then alocate budgets between District Health Authorities, GP
fundholders, and Family Health Service Authorities. These three bodies in turn
contract with service providers, such as hospitals, specialists, pharmacists and
other medical practitioners to purchase health care on behalf of the local
community.

Most drugs are dispensed by community pharmacists. The remainder are
supplied by hospital pharmacies. GPs who prescribe pharmaceuticals bear the
cost in their global budget. The Department of Health monitors these budgets
and provides feedback on GPs relative prescribing costs (see Appendix D).

Most patients are required to pay a small copayment for prescription medicines
and the full cost of over-the-counter drugs. However, pensioners and the
general population can purchase ‘ season tickets' which in 1991 cost £15.80 for
four months and £43.50 for one year (BIE 1991, p. 147).

The Department of Health is considering the introduction of a fourth assessment
hurdle for new prescription drugs, the first three hurdles being quality, safety
and efficacy. The fourth hurdle would consist of a form of cost effectiveness
anaysis. In the UK the Office of Health Economics has published guides for
industry in conducting cost benefit analyses of medicine.

E.8.2 Industry development strategies

The business sector accounts for approximately two-thirds of R&D expenditure
in the UK. The government accounts for most of the remainder. A large part
(40 per cent) of government spending is allocated to government research
agencies. Research institutes, along with private sector research bodies largely
contract with one of five Research Councils. The Medical Research Council is
the second largest of the councils and receives 90 per cent of its funding from
the government. This money finances R&D undertaken in its own research
Institutes and in higher education institutions.

The UK Government has not established any pharmaceutical industry-specific
development programs.

63



THE PHARMACEUTICAL INDUSTRY

E.9 United States

E.9.1 Health care environment

The US spends more upon health care than any other nation in absolute terms
and as a proportion of GDP. The US heath care market, including
pharmaceuticals, is notable in the sense that the level of private insurance and
funding and private sector provision of hospital, pharmaceutical and ambulatory
care is much higher than other OECD countries. Nevertheless, Federal and
State governments still retain an active role in regulating and providing health
services and insurance.

The two national public insurance schemes are Medicaid and Medicare.
Medicaid applies to people on low incomes and the elderly, disabled, pregnant,
or single parents. Medicare only applies to the aged and disabled and (unlike
Medicaid) only covers acute care, and such services as long term nursing care.
Out-patient prescription pharmaceuticals are not covered (OECD 1994, p. 319).

Unlike many other countries, the US has no formal national cost containment
policies covering the supply of pharmaceuticals. Prices are generaly freely set
by pharmaceutical manufacturers. However, escaating costs have forced both
public and private insurers to adopt a range of informal and sometimes regional
approaches to cost containment.

A common approach adopted in the US has been the formation of Health
Maintenance Organisations (HMOs) and Pharmaceutical Benefit Managers
(PBMs). HMOs have developed contracts with service providers which have
replaced traditional fee-for-service reimbursements. HMOs then limit patients
choice of service provider to those contracted to the HMO.

Patients can join a HMO in a number of ways. Where patients are insured
through their workplace, the employer may choose to hand its responsibility for
health insurance to a HMO. Similarly, Medicaid and Medicare, and their
respective state schemes, can contract a HMO on behalf of eligible patients.
Increasingly, individuals who are self insured are also opting into HM Os.

PBMs have developed to manage the drug requirements of HMOs and insurers.
The PBMs are liable for the cost of drugs prescribed by doctors and have
therefore implemented a number of mechanisms to contain their liabilities.
These include:

« cost based formularies;
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« therapeutic interchange;®
« prior authorisation; and

 aggressive feedback to physicians about their prescribing patterns (Neimeth
1995, p. 26).

E.9.2 Industry development strategies

In the US, industry undertakes 52 per cent of total R&D spending. Therest is
financed by governments (42 per cent) and universities (6 per cent).
Approximately 15 per cent of government expenditure is channelled through the
Department of Health and Human Services. Despite the large share of
government funding of R&D, 69 per cent of R&D is performed by industry, and
afurther 13 per cent by higher education institutions (1C 1995b, pp. H.2—H.4).

The USis generally considered to provide the most favourable environment for
pharmaceutical companies. For example, Kanavos, Mossialos and Abel-Smith
stated that:

The US ... currently [has] the most impressive reservoir of bioscience expertise
in the world. This is why most investment in biotechnology takes place and
materialises within the US (Kanavos, Maossialos & Abel-Smith 1994, p. i).

Kanavos, Mossialos and Abel-Smith also highlighted the major strengths of the
US as an investment location in biopharmaceuticals:

The reasons for this fertile environment for biopharmaceutical companies in the
US comprise a number of important factors, such as relative abundance of
venture capital, aggressive entrepreneurial ethos, efficient capital markets,
priority in public funding, the existence of strong links between industry and
academia, a friendly regulatory environment and an adequate system of
intellectual property rights protection (Kanavos, Maossialos & Abel-Smith 1994,

p. ii).

The bulk of research in both pharmaceutical and biopharmaceutical areas is
undertaken privately. However, government has played a crucia role by
targeting and funding research in high technologies areas. According to
Kanavos (1994, p. 17), the Office of Technology A ssessments estimated that the
Federal Government accounts for more than half of total biotechnology related
research expenditure—of which biopharmaceutical research represents a
substantial component.

6 Therapeutic interchange is similar to generic substitution in that the pharmacists may
substitute a cheaper product to that prescribed by the doctor. Therapeutic interchange,
however, alows the pharmacist to substitute a product in the same therapeutic class which
is not bioequivalent.
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F GENERAL GOVERNMENT INDUSTRY
PROGRAMS

The pharmaceutical industry, like all other industries, has accessto a
range of general government industry programs provided by the
Commonwealth and State Governments. Pharmaceutical companies
typically access general programs that assist activities such as
research and development, exporting and location of regional
headquarters. The support available under these programs is quite
distinct from that provided by the Factor f program.

F.1 Industry development policy

The Commonwealth Government’s approach to industry development policy
has evolved in response to a globalising world economy—moving away from
industry specific programs, toward general programs designed to help build
globally competitive enterprises.

The objective of industry policy under the previous government was to assist
Australian industry to internationalise and adapt to the global marketplace.
Policy encompassed factors such as innovation, uptake of new technology,
business improvement and exporting, as well as reducing the impediments to
obtaining inputs and access to government contracts.

Industry specific measures such as quotas, bounties and tariffs—designed to
protect local industries from global competition—are in the process of being
dismantled for most industries. Import gquotas have been abolished, and a
program of tariff and bounty reductions has significantly reduced protection in
previously protected industries.

However, industry development policy still involves a substantial number of
industry specific programs. The pharmaceutical industry is supported by the
Factor f program—although the industry is not protected by quotas, bounties or
tariffs.

The Factor f scheme is the single largest item of specific sector outlays to
manufacturing industry, costing the Government $137 million in 1995-96. This
represents 87 per cent of Government industry specific outlays. However, it
should be noted that Government specific outlays exclude Government
assistance through tariffs and export facilitation arrangements. In the same year
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the computer industry—the next highest recipient of Commonwealth
Government outlays in the manufacturing sector—received just under
$76 million through the computer bounty scheme (IC 1995a).

Most general assistance programs relate to tax concessions, grants, loans and
marketing and advisory services designed to influence the amount and type of
research and development (R& D) and exporting activity conducted in Australia.

Other general assistance programs relate to:

« promoting best practice (for example, in leadership and management skills)
through programs such as the Best Practice Demonstration Program;

« encouraging intercompany networks through programs such as the National
Industry Extension Service and the Enterprise Networking Program;

+ access to finance for small and medium enterprises through programs such as
the Pooled Development Funds,

« government purchasing to promote Australian industry strategically through
programs such as the National Procurement Development Program; and

« promotion of international investment and business linkages through
programs such as the Investment Promotion Program.

Working Nation contained an initiative to enable improved coordination and
delivery of the Commonwealth Government's assistance programs. The
initiative know as Auslndustry, is:

... anational delivery network which makes it easier for business to get assistance
from government. It uses a comprehensive unified marketing framework
designed to streamline the delivery of Commonwealth and State Government
assistance programs (DIST, 1995d, p. 112).

F.2 General assistance to the pharmaceutical industry

There are a number of general assistance programs which are particularly
relevant to the pharmaceutical industry because of its involvement in R&D, its
export orientation and dominance by multinational companies.
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F.2.1 R&D assistance programs

R&D assistance programs benefit companies and industries performing R&D
and using R&D knowledge.l Assistance to industry is provided directly,
through R&D programs which support business R&D, and indirectly through
R&D performed by public sector agencies. The following discussion is
concerned with the former.

Business R&D activity mainly focuses on experimental development. This
refers to systematic work using existing knowledge gained from research or
practical experience, for the purpose of creating new or improved products or
processes. In 1992-93, 69 per cent of business R&D expenditure was
experimental development, 25 per cent was applied research and 6 per cent was
basic research (1C 1995b).2

There are severa programs which provide support for business R& D—making
up around 15 per cent of all government funding to R&D. In 1992-93 the
Commonwealth Government provided around $468 million in support of
business R&D.

In recent years, Commonwealth Government outlays to business R& D has been
provided directly by a set of schemes administered by the Industry Research and
Development (IR& D) Board under the Industry Innovation Program (I1P). The
[1P comprises three subprograms:

« the 150 per cent tax concession for R& D;
+ Competitive Grants for R&D (CGRD); and
+ Concessional Loans for the Commercialisation of Technology.

Commonwealth Government assistance for business R&D is also provided
through programs aimed at supporting collaboration (or linkages) between
private industry and the public research sector. These programs, which are
administered by the Department of Industry, Science and Tourism (DIST,
formerly Department of Industry, Science and Technology) and the Department
of Employment, Education and Training (DEET). Include:

« the Cooperative Research Centres (CRC) Program;
« the Collaborative Research Grants (CRG) Scheme; and

1 For a detailed exposition of the R&D issues discussed in this Appendix, see the
Commission’ s report on Research and Development (IC 1995b).

2 Applied research refers to original work undertaken in order to acquire new knowledge.
Basic research refers to experimental and theoretical work undertaken primarily to acquire
new knowledge without a specific application in view.
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+ the Australian Postgraduate Awards.

In addition to Commonweath Government assistance, a number of State
Governments also provide assistance for business R&D.

150 per cent R&D tax concession

The 150 per cent R&D tax concession, introduced in 1985, is the main form of
business R&D assistance in Australia. The R&D tax concession is a general
form of assistance which does not target any particular industry or technology,
but is an ‘entittement’ for undertaking eligible R&D. In 1992-93 the
Commonwealth Government provided $395 million in R&D assistance through
the R&D tax concession. In its submission to this Inquiry, DIST (sub. 56)
stated that since its introduction in 1985, at least 50 pharmaceutical companies
have accessed the scheme.3 A survey of the Australian pharmaceutical industry
indicates that in 1993-94 around 60 per cent of total R&D expenditure (or
around $78 million) was claimed as a deduction under the R& D tax concession
by companies in the pharmaceutical industry (APMA 19953, p. 14).

To participate in the program a taxpayer must be either a company incorporated
in Australia, a public trading trust or partner in a partnership of eligible
companies. The taxpayer must incur R& D expenditure greater than $20 000.

For R& D project expenditure to be eligible for the concession, the project must
be based on a core activity involving innovation or technical risk.4 The project
must also be carried out in Australia (except in certain circumstances), have
adequate Australian content, and its results must be exploited for the benefit of
the Australian economy.

Once dligibility requirements have been met, companies are able to:

+ deduct current R&D expenditure at arate of 150 per cent of costs in the year
in which they were incurred;

 depreciate plant and equipment used for R& D over three years and deducted
at arate equal to 150 per cent of the deduction that would otherwise apply;
and

3 The dollar value of assistance afforded to the pharmaceutical industry through the R&D
tax concession is not available.

4 Innovation or technical risk means having an appreciable degree of novelty or reasonable
uncertainty regarding results or aternatives. In terms of the entire innovation process this
includes pre-competitive (generic) research, commercial R&D (research and experimental
development) and possibly product devel opment (design and development of prototypes) if
integral to core R& D activity (1C 1995b, p. 517).
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 depreciate buildings over the standard period of 40 years at a rate equa to
150 per cent of the deduction that would otherwise apply.

The tax concession is conventionally thought to be equal to the additional 50 per
cent of expenditure that may be deducted. However, as noted by the
Commission in the report of its Inquiry into Research and Development
(IC 1995b), the concessional arrangement has the additional benefit of bringing
forward deductibility.

This compares with the theoretical approach to income definition which
matches expenditures, including R&D, with the income that they generate.
Given the long lead time before most R&D helps to generate income, the
matching principle would lead to deductibility occurring many years after
expenditure has actually occurred. Thus, as stated by the Commission:

... 100 per cent deductibility for R&D is a significant tax inducement to perform
R&D, compared to other investments, in addition to any further concessional
deductions (IC 1995b, p. 533).

Under the current company tax regime, generally, the nominal subsidy provided
by the 150 per cent R&D tax concession is 18 per cent of R&D expenditure.>
This varies according to company specific arrangements concerning dividend
pay policy, the tax rate of shareholders and dividend imputation effects.

Syndication

The program also has syndication provisions initially intended to deal with large
and risky projects that were beyond the resources of a single company to carry
out. Currently syndication is mainly used as a means of tax benefit transfer
whereby tax loss companies exchange tax losses for R&D funds. Eligibility for
syndication is restricted to projects involving R&D expenditure of more than
$500 000. Syndicates investing in private tax exempt bodies have been limited
to exclude investors who are not fully at risk.

The effective subsidy rates provided by various syndication arrangements range
from 15 per cent to a 138 per cent, with an average of 60 per cent (IC 1995b).

5 The concessiona element of the tax concession is conventionally thought to be equal to
the additional 50 per cent of expenditure that may be deducted. Based on this, the benefit
of using the 150 per cent R&D concession is 50 per cent of the corporate tax rate (36 per
cent). The effective benefit is considered to be even higher than this because the scheme
allows firms to deduct R& D expenditure in the year it was incurred as opposed to treating
R&D like anormal asset and beginning a process of depreciation (IC 1995b, p. 532).
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Competitive Grants for R&D

Prior to 1994 the IR& D Board operated five R&D grant schemes under the [1P.
All five schemes were replaced by the CGRD. The CGRD operates on the basis
of competitive merit based selection process—unlike the general tax concession
which is an ‘entittement’ for eligible R&D. In 1994-95 grant payments of
around $37 million were awarded under the five IIP to 105 research
organisations. None of the 105 grant recipients in 1994-95 was a
pharmaceutical company (IR&D Board 1995).6

The objectives of the CGRD are:

« to encourage companies, particularly small and medium enterprises to
develop internationally competitive goods, services and systems,

» to encourage companies to adopt new products, materials and methods to
improve manufacturing capability, productivity and quality;

« to strengthen linkages between technology developers and users;

« to encourage the development of technologies, including emerging and
enabling technologies, that are likely to have wide application in Australian
industry; and

- to foster collaboration between companies and research institutions
(1C 1995D, p. 518).

The maximum grant available is 50 per cent of total eligible project cost. There
IS no minimum size for projects. Companies R&D projects will only be
considered for a grant by the IR&D Board if projects meet severa criteria—
some of which target companies that are unable to take advantage of the R&D
tax concession.

Concessional Loans for the Commercialisation of Technology

The concessional loans scheme is a new initiative administered by Auslndustry
aimed at assisting small companies seeking to commercialise their technological
innovations. The scheme has been allocated around $48 million over four years
for concessiona loans through the Commonwealth Development Bank. In its
first year of operation the scheme had about 40 participants. In 1994-95, 10
applications for finance were signed providing loans of over $18 million in
total. None of the 10 loan recipients was a pharmaceutical company.

6 Grant payments are still being made to recipients under the five old grant schemes,
depending on previous commitments made under those schemes. A small number of
recipients under these old grants schemes are pharmaceutical firms.
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To be eligible for support, projects must meet several criteria. If €ligible,
companies are provided loans on the following terms:

« the maximum loan agreement period is six years, with repayments
commencing after 42 months;

+ the interest rate is 40 per cent of the Commonwealth Bank Loan Reference
Rate;

« thefirst three years are interest free; and

« interest and principal isrepaid in years four, five and six (IC 1995b).

Cooperative Research Centres

The CRC program, commencing in 1990, is one of the major initiatives in
recent Australian science and technology policy. The aim of the program is to
develop and improve linkages between universities, government research
agencies and industry in Australia.

CRCs have participating organisations—universities, the Commonwealth
Scientific and Industrial Research Organisation (CSIRO), other government
research agencies, companies and others—contributing cash and other resources
and collaborating in the management of production of research over set time
periods, mostly seven years.

Nearly $850 million has been allocated to the CRC program over the lives of
61 centres. Funding for the CRC program is estimated to be $127 million in
1995-96 (I1C 1995b).

There are seven CRCs currently in operation in the medical science and
technology field and relevant to the pharmaceutical industry. These are the
CRCsfor:

 biopharmaceutical research involving CSL, Peptide Technology and Johnson
& Johnson as industry partners;

« vaccine technology involving CSL and Biotech Australia as industry
partners;

« tissue growth and repair involving GroPep as the industry partner;
« cellular growth factors involving AMRAD as the industry partner;

 eye research and technology involving Capricornia Contact Lens, Eycon Lens
L aboratories, Hydron and Ciba-Geigy as industry partners,

« cochlear implant, speech and hearing research involving Cochlear; and
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« cardiac technology involving Telectronics Pacing Systems, St Vincent's
Hospital (Sydney), AMRAD and Active Measurement.

Each centre receives between $14 million and $18 million over the life of the
joint venture. In July 1995 a new CRC was established in the diagnostic
technologies area.  The mgor participants are the Queensland University of
Technology, CSIRO Division of Biomolecular Engineering, AGEN Biomedical
and PanBio (DIST 1996).

Collaborative Research Grants Scheme

The CRG, which commenced in 1992, was designed to encourage research
collaboration between higher education institutions and industry.

Project funding is advised by the Australian Research Committee (ARC), and
provided on a dollar for dollar matching basis with industry. In 1994
expenditure on CRGs was $15.6 million (for 180 projects) and is projected to be
$16.0 million (for 225 projects) in 1995.

The objectives of the program are to:

+ provide support for higher education researchers who wish to bring advanced
knowledge to bear on problems or opportunities in order to obtain economic
or socia benefitsfor Australia;

« develop cooperative links between higher education institutions, industry and
public sector users of research; and

« develop within higher education institutions a greater understanding of
industry’s needs and how researchers may help to meet them (1C 1995b,
p. G.11).

CRG grants are used to support basic, strategic, applied or developmental
research in the social sciences, humanities, engineering and the natural sciences,
but not clinical medicine and dentistry. Awards are in the form of grants, and
from 1995, they could aso include industry secondments and postdoctoral
fellowships with industry partners, or any combination of these so long as
matched funding requirements are met.

Five new grants relating to the pharmaceutical industry were awarded in 1995:

« the University of Adelaide and CSL to develop a biochemical screening
method for the pre-symptomatic biochemical detection of lysosomal storage
disorders, amenable to a mass screening program, and facing a large potential
export market. Recommended funding was $61 800 in 1995, $64 500 in
1996 and $66 500 in 1997.
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+ the University of Queensand and CSL for research into a possible vaccine
for the papilloma virus. Recommended funding was $65 300 in 1995 and
$64 300 in 1996.

« the University of Technology (Sydney) and the NSW Blood Transfusion
Service for research into a genetically engineered antibody for the prevention
of Rh Haemolytic disease of the newborn. Recommended funding was
$47 400 in 1995, $47 300 in 1996 and $46 200 in 1997.

+ the University of NSW and Johnson & Johnson Research for research into
whether malaria and giardiasis can be treated using Gene-Shears technol ogy.
Recommended funding was $66 900 in 1995, $67 400 in 1996 and $69 100
in 1997.

« the University of NSW and Biotech Australia into new Urokinase inhibitors.
Recommended funding was $120000 in 1995, $123700 in 1996 and
$125 000 in 1997.

Australian Postgraduate Awards (Industry)

The Australian Postgraduate Awards (Industry) scheme, which commenced in
1990, is similar to the CRG scheme. The scheme was designed to establish
linkages between higher education institutions and industry through research
students undertaking projects which have been developed jointly by industry
and a higher education institution.

Scheme awards are based on the advice of the ARC. The awards for masters
degrees (two years) and doctorate degrees (three to three and a half years) are
$18 866 for each year of the award, plus relocation, removal and thesis
allowance. Industry partners are required to contribute $10 000 for each year of
the award ($5000 in cash and $5000 in cash or in kind).

In 1994 funding for 284 continuing awards and 125 new awards was
$6.7 million. Projected spending for 1995 is $7.9 million. Of the 195 new
awards announced for 1995, 45 per cent were classified into the manufacturing
sector, 22 per cent in the field of engineering research, 18 per cent in applied
sciences and technologies, and 12 per cent in earth sciences (1C 1995b).

State Government assistance to business R&D

State Government funding to R&D is around 10 per cent of total assistance to
R&D, athough the exact amount of State funding is unclear. In 1992-93,
funding of R&D by State Government departments and agencies was around
$510 million. These funds are channelled through numerous State schemes. In
most States, relatively little business R&D is funded from State Government
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sources—the majority comes from Commonweath Government sources
discussed previoudly.

Some State Governments assist companies by seeking additional assistance for
business R&D from Commonwealth Government sources. For example, the
Victorian Government—through the Strategic Industry Research Foundation—
seeks additional R&D funds under the 150 per cent tax concession scheme
(including syndication) for pharmaceutical companies.  The Victorian
Government also makes representations on behaf of the pharmaceutical
industry for Commonwealth Government R&D assistance generally
(DBE 1995).

Pharmaceutical companies may also benefit from State Government schemes
designed to encourage collaborative R&D projects between public research
institutions and industry generaly. For example, the Victorian Government’s
Strategic Industry Research Foundation committed $16.5 million over three
years—funding around 25 per cent of the cost of R&D projects initiated so far
(1C 1995h).

In some States, pharmaceutical companies are potentially eligible for assistance
from State Government grants for business R&D.

For example, the Queensand Department of Business, Industry and Regional
Development administers the Queensland Grants for Industrial R&D, which
aimsto assist business R& D in Queensland’ s manufacturing and traded services
sector. Since commencement of the scheme in 1991, 36 grants have been
awarded involving a commitment of over $5.3 million. Grants are provided for
up to 50 per cent of total project expenditure, for projects exceeding $50 00O0.
To date the scheme is not funding any pharmaceutical companies.

In Western Australia funds are provided for eligible R&D through the Western
Australian Innovation Support Scheme. Funds are provided on a dollar for
dollar basis starting from a minimum grant of $20 000 up to a maximum grant
of $50 000. Eligible applicants must be effectively unable to use the 150 per
cent R&D tax concession for the duration of the project. To date the scheme
has not provided funding for any pharmaceutical companies.

F.2.2 Export assistance programs

Export assistance programs assist local companies in selling their goods and
services overseas. Governments employ a variety of measures to enhance
exports in the form of both direct assistance such as subsidies and indirect
assistance such as R& D assistance. The following discussion is concerned with
direct assistance to exports.
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The Commonwealth Government commits around $1.5 billion in export
assistance per year in recent years—three quarters of which is directed at the
manufacturing sector.

Export assistance is provided through a range export programs in the form of
grants, loans, insurance, tax concessions and marketing and advisory services.
Most export programs are delivered through Austrade—a Commonwealth
statutory authority.

The Proprietary Medicines Association of Australia (PMAA 1994) conducted a
survey of members with international trade activities. As part of the survey,
companies were asked which form of export assistance or advice they had used.
The forms of export assistance most frequently used by survey participants were
Austrade advice and Export Market Development Grants (EMDG). Table F.1
presents the compl ete responses.

Export marketing advice

One way Austrade assists exports is by providing exporting and marketing
advice, that is, counselling and referral, information and advice, detalls of
export opportunities and market analysis, seminars and workshops. 1n 1994-95
Austrade’s International Business Services program provided companies with
around $142 million in assistance.

There are also distinct business units which provide specific services for 20
different industry sectors. The Health Business Unit of Austrade services
companies in the health care industry, including pharmaceutical companies.
Advisory and marketing services offered by Austrade business units include:

Export update—information on foreign market requirements is provided by
education kits, newsl etters etc.

Market opportunities—Austrade is able to ‘capture’ and distribute information
about specific market opportunities.

Market research—is conducted by Austrade, and may range from a brief
overview of a market through to the provisions of detailed contact lists and
customised market research.

In-market support—includes briefing and counselling for visitors, trade
promotions, media liaison, and support of tenders (PMAA 19953, p. 17).

Pharmaceutical companies are eligible and make use of advisory services
provided by Austrade.
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Table F.1: PMAA Members’ use of export assistance, 1994

Source of Assistance Number of times used
Export Market Development Grants 9
Tax incentives 2

Austrade advice

[EnY
N

National Industry Extension Service
Proprietary Medicines Association of Australia
New South Wales Chamber of Manufacturers
Australian Prescription Medicines Association
Victorian Government

Australian Chamber of Manufactures
Australia—China Chamber of Commerce
Consulates

Department of Industry, Technology and Commerce
Consultants

Other exporters

SGS

P W N P DN R P RPN R MO

Source: PMAA 1994, p. 14

Export Market Development Grants

The EMDG scheme is designed to encourage small and medium enterprises to
develop overseas export opportunities. In 1995-96, Austrade—through
EMDG—provided around $237 million or around 15 per cent of total
Commonwealth Government export assistance in support of some 3500
exporters. The most recent information indicates that 28 current grant recipients
are members of the pharmaceutical industry and that they received a total of
over $2 million to cover, in part, expenses incurred during the 1993-94
financial year (Austrade correspondence 27 October 1995).

After the first $15 000 per year, exporters are partialy reimbursed at a rate of
50 per cent for the eligible costs incurred in overseas marketing activities. The
scheme offers up to $250 000 per year as a maximum grant ($200 000 after July
1996). Exporters are not eligible to apply for a grant if they record export sales
of more than $25 million per year (Austrade 1995).
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International Trade Enhancement Scheme

The International Trade Enhancement Scheme (ITES) provides concessiona
loans to assist export marketing activities. Austrade has committed $15 million
to the ITES for 1995-96. Most recent information for the ITES scheme
indicates that no companies from the pharmaceutical industry have received any
loan assistance under the ITES scheme (Austrade correspondence 27 October
1995).

Export Access Program

The Export Access Program provides assistance to smal and medium
enterprises. The program provides a package of training and practica
assistance to companies which may require specialist help to develop successful
offshore activities. The program is administered by the private sector through
leading industry associations. Austrade has committed $3.1 million to the
Export Access Program in 1995-96.

Export finance and insurance

The Export Finance and Insurance Corporation (EFIC) is a statutory authority
which facilitates and encourages Australian export trade by providing insurance
and financial services and products. EFIC encourages Australian international
trade by providing:

 export credit insurance;
« export finance facilities; and
+ performance bond facilities.

In 1994-95, EFIC programs provided around $148 million in export insurance
and finance (see IC 1994). Over $18 million in export insurance has been
provided to pharmaceutical companies through EFIC since October 1994 (EFIC
correspondence 3 November 1995).

National Industry Extension Service

Austrade—National Industry Extension Service is a joint Commonwealth-State
program which aims to improve the effectiveness and efficiency of small and
medium enterprises, thereby increasing their competitiveness in international
markets. Its export oriented services include assisting companies in strategic
market planning through the world competitive services strategic planning
model; and in preparing an export plan through the Preparing an Export Plan
Program.
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F.2.3 Regional Headquarters Program

The Commonwealth Government’s Regional Headquarters (RHQ) initiative—
administered by DIST—is designed to induce mgor international companies to
set up their regional headquarters (for the Asia Pacific region) in Australia. The
aim of the initiative is to enhance Australia’ s attractiveness as an RHQ location
by promoting it advantages, and by providing incentives. As stated by DIST:

RHQ status is conferred on a company established for the purpose of providing
management, treasury and other services such as data processing, to associated
companies in the region (sub. 56, p. 34).

The RHQ Group within DIST provides:

« information on establishing regional headquartersin Australia;
- feasbility study grants,

 streamlined immigration procedures,

 deduction for setup costs; and

» sdles tax exemption for imports of computer equipment (Price Waterhouse
1995).

A number of pharmaceutical multinational enterprises have recently applied for
tax related incentives provided by the RHQ program—as at April 1996 their
applications were still being considered.
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G TAXATION ISSUES

This Appendix canvasses major issues raised by the pharmaceutical
industry and the Australian Taxation Office on transfer pricing
arrangements and the wholesale sales tax exemption for drugs and
medicines in the context of their effects on the operating
environment, and hence investment decisions, of pharmaceutical
companiesin Australia.

G.1 Introduction

Taxation policy affects the operating environment of industry in four important
ways. Rates affect after—tax revenues, compliance affects operating costs,
policy stability affects perceptions of certainty and risk, and administration
affects perceptions of hostility.

The corporate tax rate and instability in corporate tax policy have been raised as
Issues by some pharmaceutical companies. In particular, some companies have
expressed concern about the future stability of corporate tax rates given the
substantial number of changes to these rates since 1993 (for example,
SmithKline Beecham, sub. 13, pp. 19-20). These companies indicated that,
while most industries were generally concerned about these aspects of corporate
tax policy, they were of particular concern to this industry, given the current
environment of rationalisation, and very long planning horizons involved in the
industry.

The areas of taxation policy of particular concern to the industry were transfer
pricing arrangements and the wholesale sales tax (WST) exemption. The 150
per cent research and development (R&D) tax concession, which is also
important to the industry, is discussed in Appendix F.

G.2 Transfer pricing arrangements

The term ‘international transfer prices (hereafter, transfer prices) refers to the
prices charged for international transactions between related parties. They are
significant for taxpayers and tax administrations because they largely determine
income and costs, and hence taxable profits, of the related parties in different
tax jurisdictions.
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Member countries of the Organisation for Economic Co-operation and
Development (OECD) have adopted the arm’s length principle as a method for
arbitrating transfer pricing matters. This principle requires that goods and
services are traded between related parties at prices that would have been paid
in comparable transactions and circumstances by independent parties acting at
arm’slength.

The arm’s length principle is endorsed in Australian taxation legislation which
is interpreted and administered by the Australian Taxation Office (ATO). In
particular, it is endorsed in Division 13 of Part 11l of the Income Tax Assessment
Act 1936 and in Australia' s Double Taxation Agreements (DTAS) with other
countries.

G.2.1 Government concern

Tax administrations worldwide have increasingly focused attention on transfer
pricing matters because of the expanding role of multinational enterprises
(MNEs) in world trade. This expanding role reflects integration of national
economies and technological progress which have changed the way business is
conducted.

In 1995, the OECD issued detailed guidelines on transfer pricing (OECD 1995)
to provide guidance to tax administrators and taxpayersl The OECD’s
objectives were to secure the appropriate tax base in each jurisdiction and to
avoid double taxation, thereby minimising conflict between tax administrations
and promoting international trade and investment.

The ATO advised that it follows the OECD guidelines (sub. 92 p. 3, sub. 193
p. 2 and transcript p. 1032). Since May 1994, the ATO has issued two taxation
rulings (TRs) and six draft taxation rulings (DTRs) on its interpretation of those
guidelines with respect to domestic taxation legislation. It is planning to release
at least afurther four rulingsin the next year.

G.2.2 Importance to industry

Transfer prices are an important issue for the pharmaceutical industry for three
reasons.

First, the industry is characterised by a high level of international dealings
between related parties. The high cost of R&D, the relatively few countries
needed to produce active pharmaceutical substances, and the high vaue/low

1 The guidelines are amajor revision of their 1979 report (OECD 1979).
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mass nature of products and ingredients which enables them to be moved
between countries at various product stages at relatively low costs have
accentuated the trend toward globalisation in trading activity .

Second, to satisfy transfer pricing guidelines, pharmaceutical companies must
conduct comparability studies, but it is difficult for pharmaceutical companies
to find comparable transactions between independent parties. The industry is
characterised by products and ingredients that are unique, many of which are
patented. In addition, companies operate in highly differentiated or niche
markets. Each company will generally have its own particular business mix and
cost structure.

Finally, a high proportion of the costs for internationally traded pharmaceutical
products derive from intangibles such as R&D and trademarks which are
inherently difficult to value in an unambiguous way.

G.2.3 Determining the arm’s length price

In its guidelines, the OECD published standard methods for determining the
arm’s length price (OECD 1995). Inits TRs and DTRs, the ATO endorsed the
OECD’s standard methods (ATO 1995b, 1995¢c, and 1995d). In particular, it
endorsed the comparable uncontrolled price method; the traditional transaction
based methods such as cost plus method, and resale price minus method; and the
use of some other profit based methods.

In TR94/14, the ATO stated:

In determining the most appropriate method, companies and ATO auditors
should bear in mind that ... the Commissioner is under no obligation to accept the
particular method chosen by companies unless, on an objective analysis, it
produces the most accurate calculation of the arm’s length consideration in the
particular case (ATO 1994b, p. 19).

In the same TR, the ATO stated that companies could reduce their risks of
disputation through documentation which demonstrated that their choice of
method was the most appropriate for their circumstances. Companies that
considered uncertainty to be a major risk could approach the ATO and negotiate
an Advance Pricing Arrangement (APA) (see Section G.2.6).

Collins? stated that there were important motivations for related parties in
multinational pharmaceutical companies to transact at arm’s length, including a
need to provide subsidiaries with afair return on assets, functions, activities and

2 Former Chairman of the United Nations Group of Experts on International Co-operation in
Tax Matters and the Working Party 6 of the OECD’s Committee on Fiscal Affairs.
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risks (Collins 1993, p.85). In ther evidence to the Commission, most
pharmaceutical companies indicated that, by and large, they had actively sought
to use the methodology that best reflected an arm’ s length outcome.

Collins stated that the main methodology used by companies in the
pharmaceutical industry was the resale price minus method (or a variant of this
method) (Collins 1993, p. 7). Thiswas confirmed by SmithKline Beecham:

In general, the pharmaceutical industry has historically determined prices on a
global basis on aresale minus methodology (sub. 13, p. 21).

Collins stated:

One of the reasons ... (is) considerable variation in market prices and marketing
costs from country to country, which derives from local custom and practice
largely outside the industry’s control. In consequence, the most convenient way
to determine the last transfer price in the chain will be ... to start with the end-
selling price and work backwards. Indeed, it is common practice in the industry
for sales to independent third parties to be priced on the basis of a target end-
selling price to the consumer less a percentage customary in the trade (Collins
1993, p. 85).

G.2.4 Industry view

There were a significant number of companies in the pharmaceutical industry
that were extremely critical of the ATO’ s administration of transfer pricing.

The main problems these companies had with the ATO's administrative
approach were:

« itisunnecessarily aggressive;

« interpretation of legislation is unclear;

« itisinconsistent with OECD guidelines;

« [tisinconsistent with other tax administrations; and

« itisinconsistent with other government policy.

Unnecessarily Aggressive

Many pharmaceutical companies found that the ATO’s current approach to the
enforcement of transfer pricing regulations, and in particular the manner in
which transfer pricing audits were being pursued, was unnecessarily aggressive
and impeded international decision making generally. For example, ICl stated:

It is particularly detrimental to Australia simage as an investment centre, to have
a national tax authority (the ATO), which has built a substantial reputation
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amongst international R& D based companies for its aggressive and unreasonable
attitude in investigating transfer prices (sub. 50, p. 1).

Moreover, many pharmaceutical companies considered the industry had been
chosen as a target in the ATO’'s enforcement program. They claimed this
attention was unwarranted because they had not abused transfer pricing rulesin
the past and there was no record of successful prosecution by the ATO. Inits
submission, the Australian Pharmaceutical Manufacturers Association (APMA)
stated:

... this same desire to achieve neutrality in the application of tax concessions
does not equally apply to the collection of tax. In particular, the pharmaceutical
industry has had increasing difficulty with the ... (ATO) in relation to the issue of
transfer pricing ... it appearsto be apriority ‘target’ ...

The result of this approach to transfer pricing enforcement by the ATO is a tax
environment that appears to be unjustifiably directed against the pharmaceutical
industry (sub. 31, p. 42).

SmithKline Beecham stated:

... the aggressive stance being undertaken by the ATO in the current environment
isunnerving for corporate decision-makers ...

. the aggressive attitude being adopted by the ATO in pursuing the
pharmaceutical industry is seen by offshore investors as being unwarranted, and
at times, incoherent (sub. 13, pp. 20-21).

Interpretation

Many pharmaceutical companies indicated that, while the intention of the ATO
inissuing TRs and DTRs may have been to clarify domestic taxation legislation
on transfer pricing, in fact, the rulings had done very little to resolve
uncertainties inhibiting effective self assessment.

According to these companies, the TRs and DTRs are lengthy and complex.
The eight TRs and DTRs released since May 1994 total over 700 pages. They
have been generadly criticised by the Australian business community. One large
accounting firm noted:

It is now virtually impossible for any corporate tax-payer to be confident of its
transfer pricing position. These rulings are more extreme than we expected and
they raise compliance costs enormously (Featherstone 1995, pp.1,4).

Another stated:

... on the strength of these rulings, the ATO expects companies to be tax experts,
to be economic experts, to have unlimited time and money, and to have complete
access to their competitors information almost immediately (Featherstone 1995,
p.1,4).
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The APMA was also critical:

... the ATO draft rulings have done very little to resolve the uncertainties, thus
inhibiting effective self assessment.

The draft rulings are not only lengthy and complex but contain very little
practical assistance to taxpayers.

One of the many concerns which our members have is that non-compliance with
a tax auditor’s interpretation of those rulings will result in enhanced penalties
(sub. 119, pp. 18-19).

Inconsistent with OECD guidelines

Many pharmaceutical companies considered that while, in principle, the ATO
had endorsed the OECD’s guidelines on transfer pricing, in practice, it was
administering them in a contrary way.

As noted, general practice in the pharmaceutical industry isto set transfer prices
based on the resale price minus method. However, many companies considered
the ATO had favoured profit based methods over the resale price minus method,
based on its own internal perceptions of complexity and uniqueness in related
party transactions by pharmaceutical companies. These companies considered
that, in the PBS environment, profit based methods were entirely inappropriate
(see below). Inits submission, SmithKline Beecham stated:

Whilst still acknowledging the importance of transaction-based methodologies,
the ATO guidelines are seeking to discount these methodologies in favour of
profit split methods which, we believe, are entirely inappropriate (sub. 13, p. 21).

In basing assessments on profit based methods, the companies considered that
the ATO’s administrative approach was inconsistent with the OECD guidelines
in at least three respects.

First, the OECD guidelines state that transaction based methods are preferable
to profit based methods.3 The latter methods might be used when traditional
methods cannot be reliably applied alone or, exceptionally, cannot be applied at
all (OECD 1995, p. 39). The APMA stated:

In recent times, following the ATO's appointment of a US economist, the ATO
has adopted in its transfer pricing audits a methodology based upon the
comparable profits methodology ... the ATO has utilised the rate of general
corporate profitability of so-called comparable pharmaceutical companies in the
USA (afree market) in order to test the transfer price of ethical pharmaceuticals

3 The OECD considers that the traditional transaction methods are the most direct means of
establishing whether conditions in the commercial and financial relations between
associated enterprises are at arm’s length. Hence, they are preferable to other methods
(OECD 1995, p. 38).
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sold in the Australian PBS (a controlled market). This approach is not only
invalid but is not permitted under OECD rules...

... Unfortunately, audit experience is such that the ATO appears to move directly
to profit methods with no satisfactory explanation as to why atraditional method
isinapplicable (sub. 119, p. 18).

Second, the OECD guidelines state that, where possible, tax administrations and
taxpayers should begin their analysis from the perspective of the method chosen
by the taxpayer. This should ensure that taxpayers commercia judgments are
taken into account and hence that transfer pricing reflects commercial realities.
Many companies considered that in ‘discounting’ the resale price minus method
in favour of profit based methods, the ATO’s assessments were not reflecting
commercia realities. At the public hearings, SmithKline Beecham stated:

The industry has to the best of my knowledge historically] and acknowledged by
commentators in the industryd generally set their prices via a resale minus
methodology and therefore you would have thought that in testing those prices,
the first point of reference would be to that resale minus methodology. Certainly
our experience of their [ATO] application in practice has not been in line with
their draft ruling or the OECD but to leap straight into this hybrid profit
methodology and they have never actually spelt out exactly what they’ re seeking
to do (transcript, p. 1231).

Finally, the OECD guidelines state that tax administrations should take account
of the effects of government policies when evaluating transfer prices. In
particular:

... it is quite obvious that a country with price controls must take into account
that those price controls will affect the profits that can be realised by enterprises
selling goods subject to those controls (OECD 1995, p. 24).

Many companies considered that the ATO had refused to accept the effect of the
government’s PBS pricing policies in constraining the profits that could be
made by pharmaceutical companies (see below).

The companies considered that perceived inconsistencies with OECD guidelines
had led to a widely held view in the pharmaceutical industry that the ATO
approach to transfer pricing was arbitrary. In turn, this had led to a genera
perception of uncertainty about what would be acceptable to the ATO in the
future.

Inconsistent with other tax jurisdictions

Some pharmaceutical companies claimed that in some cases the ATO had
rejected the resale price minus method used by multinational pharmaceutical
companies globally and accepted by other tax administrations. These
companies indicated that inconsistency in transfer pricing approaches across tax
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jurisdictions was increasing operating costs for MNEs which not only had to
develop but also comply with two different methodologies. More importantly, it
could potentially impede the equitable allocation of taxes between jurisdictions
and lead to double taxation. In turn, this could impede investment and
international trade. In its submission, Blackmores stated:

Historically, this has been a regulatory nightmare as Blackmores Ltd struggles to
comply with two tax jurisdictions if we report to a wholly owned subsidiary in
another country ...

Lack of recognition of global market imperatives by government is an
impediment to business (sub. 21, p. 7).

Inconsistencies with other tax administrations could also inhibit APAs (see
Section G.2.6).

Inconsistent with other government policy

In favouring comparable profit based methods over the resale price minus
method, many pharmaceutical companies claimed that the ATO’ s administrative
approach was inconsistent with PBS pricing policies administered by the
Department of Health and Family Services.

The companies claimed that due to policies administered by the Pharmaceutical
Benefits Pricing Authority (PBPA) they were not able to achieve the profits
obtainable in a free market for products listed on the PBS. The companies
considered that this fact had been ignored by the ATO. The APMA stated:

You will be aware that, after some discussions in a joint working party between
the ATO and this Association, the ATO came to share our view that the PBS
impacts selling prices. However, the ATO does not yet concede that the PBS
impacts profits or, rather the ATO does not yet concede the extent to which the
PBS impact profits for al purposes, be they commercial, PBS or taxation
(sub. 119, p. 17).

SmithKline Beecham stated:

The thrust of the ATO'’s position is that Australian participants must obtain an
arm’'s length profit, and that an independent party would not undertake
transactions in Australia if it did not obtain an arm’s length profit. This ignores
the fact that an arm’s length price may result in a profit which is less than the
entity might normally expect to achieve (sub. 115, p. 5).

As aresult, SmithKline Beecham stated:

... the ATO is seeking to tax profits that we are not alowed to make under the
PBS by refusing to acknowledge the impact the PBS has on local profitability.
This approach is clearly against internationally accepted guidelines (sub. 13,
p. 21).
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In respect of thisinconsistency, the APMA stated:

A proper understanding of the PBS system and agreement by the relevant parties
on its elements and impact would ease the enormous time impost on the ATO
and our members in the course of transfer pricing audits (sub. 119, p. 17).

The ATO has argued that Australian operations and hence Australian taxable
income should not bear the full effect of reduced profitability due to
government regulation (see Section G.2.5). Many pharmaceutical companies
expressed the view that this inappropriately implies that an independent
overseas supplier would first agree to supply Australia in the face of low PBS
price offers and second agree to significantly reduce their supply price for the
Independent Australian buyer.

G.2.5 ATO view

The ATO indicated that it had not deliberately targeted industries but rather
focused on industries in which it considered that taxation revenue is at risk. It
stated that its approach to transfer pricing matters was open and consultative
and consistent with OECD guidelines.

The ATO noted that it had two main areas of disagreement with industry. In
particular, the ATO stated that there was often disagreement over the effect of
the PBS on company profitability and the company’s choice of methodology.
The ATO acknowledged problemsin its audit processes and procedures.

Focus on the pharmaceutical industry

According to the ATO, its increased focus on transfer pricing matters had been
driven by the high and expanding role of transactions between related parties in
international trade, and its observations based on audit activity that many
companies were ‘ignoring’ transfer pricing matters. At the public hearings, the
ATO stated:

... itisincumbent on the Tax Office to make sure that Australia gets its fair share
of tax based on economic value added. We're not after more than our fair share
and we don't believe that it's in the long-term interests of Australia to take an
aggressive approach that seeks to get more than we're entitled to. That will raise
disputes between countries’ competent authority processes ... and [won't] really
add value to administration (transcript, p. 1033).

The ATO published the factors that it considers when categorising taxation risks
in transfer pricing arrangements as a guide for companies to minimise their
taxation risks (see Figure G.1) (ATO 1995g). The ATO noted that taxpayers
may still fall into one of the lower risk categories even though they may not
have satisfied every factor in these categories:
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For example, it is possible that a taxpayer could be low risk even where no real
bargaining occurred. In this circumstance, the ATO would give consideration to
each of the other requirements of the low risk category to ensure that the
taxpayer had allocated its income and expenditure in accordance with the arm’'s
length principle (ATO 1995¢, p. 10)

The ATO indicated that it had focused on the pharmaceutical industry based on
potential risks to taxation revenue.

The ATO stated:

Audit activity by the ATO in recent years across all industries has clearly shown
that many companies are not addressing transfer pricing issues. When coupled
with the fact that there are significant levels of cross—border dealings between
related companies in the pharmaceutical industry, then from the point of view of
the ATO, the fundamental ingredients for a high risk of non-com