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Introduction

Introduction

The core of pharmaceutical price regulation in the UK consists of the
Pharmaceutical Price Regulation Scheme (PPRS), which has existed in one
form or another since 1957. This is a voluntary scheme that regulates the
level of profits that pharmaceutical companies may earn on their business
with the National Health Service (NHS). Its terms are negotiated periodically
between the Department of Health (DOH) and the Association of the British
Pharmaceutical Industry (ABPI).

The PPRS is unique and contrasts sharply with other European systems of
price regulation, which between them take one of several different ‘off-the-
shelf approaches to pharmaceutical cost control. In all European countries,
cost containment in health care has been a major determining factor in the
design of pharmaceutical price control. Yet public policy in pharmaceuticals is
also driven by industrial policy concerns. The industry is a major ‘high-tech’
employer and a significant contributor to the science base of many countries.
lts investments are highly sought after.! The aims of cost containment and
those of industrial policy (or industry promotion) pull in opposite directions
and the balance between the two has defined the politics of pharmaceutical

price regulation in the UK for several decades.

It is the purpose of this thesis to explain the persistence of the PPRS through
the 1990s. Structural and institutional factors are identified which underpin
the PPRS ‘policy community’ and which are responsible for its persistence

and its change.

This thesis asks why a system so idiosyncratic has persisted in the UK, alone
among European countries, which face similar dual policy pressures in this
field. It proposes that the structural context of pharmaceutical policy has
combined with institutional aspects of the British polity and its bureaucratic

and administrative organisation to entrench the PPRS and underpin its

! Burstall, M.L. and Dunning, John (1985), p-189.
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Introduction

persistence as a system of supply side regulation. An interplay between
industrial policy and the procurement of medicines has defined policy in a
way that seeks to balance the two important concerns of the government.

In answering the question as to why a co-operative, non-statutory system of
regulation has been at the heart of the economic regulation of the
pharmaceutical industry and has represented and enabled the successful co-
existence of government and industry aims for so long, the thesis takes a
broadly institutionalist approach to analysing the PPRS. It invokes
institutionalist and policy-community approaches to the analysis of policy
making to create an analytical framework for approaching the question. From
this framework five hypotheses are proposed, which arise from the
examination of the structural and institutional context of policy making.

A key feature of government-industry relations in the sector, which has been
both a cause and an outcome of the PPRS, has been the persistence of a
co-operative relationship between government and industry, expressed
through a co-operative policy community. As an abiding feature of the
government-industry relationship in this sector, the five hypotheses between
them suppose that this co-operative relationship is fundamental to the
development of policy in the sector and the desire to maintain it a central
delimitation of the choices both sides make in their strategies for the

development of policy and their negotiations over it with each other.

Three policy developments in the 1990s are examined in order to test the
hypotheses: the negotiation of the scheme in 1999; the passage of the
Health Bill in 1999, which contained specific clauses related to the PPRS;
and the negotiation of the scheme in 1993. The studies are undertaken
through interviews with the key individuals in government, industry and
parliament who have been responsible for policy development, as well as
through the analysis of relevant government, industry and parliamentary

documents.

15



Introduction

Interviewees were contacted on the basis of their role in the 1999 PPRS
negotiations and the passage of the Health Bill. The large majority of those
contacted agreed to interview. Some notable exceptions proved not to be
critical to the research outcomes and alternative means of on-the-record
evidence of their views were sourced. These consisted of one industry
participant in particular and two government ministers, Baroness Jay and
Baroness Hayman, none of whose roles and positions could not be deduced

from the interviews that were undertaken or from on-the-record sources.

Interviews were semi-structured: structured around the five working
hypotheses, as well as enabling broader and less structured input from all

interviewees on the nature and determinants of policy development.

Chapter 1 analyses the structural context of pharmaceutical policy making:
the place of the pharmaceutical industry in the British economy, the UK as a
location for global pharmaceutical investment, the changing shape of
corporate structure in the sector, the supply and demand sides of the
pharmaceutical market and the implications of all these factors for politics

and policy.

Chapter 2 analyses the functioning of the PPRS in detail, as well as the
administrative architecture of regulation and other mechanisms of cost

containment in the health care sector which complement the scheme.

Chapter 3 sets out the theoretical framework and develops an institutionalist
and policy community approach with which to examine the PPRS and related
policy. The five working hypotheses are developed from both the structural

context set out in Chapter 1 and the theoretical analysis undertaken here.

Chapters 4, 5 and 6 analyse in detail the three instances of policy

development in the 1990s, against which the hypotheses are judged.

Chapter 7 is the conclusions to the thesis.

16
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Chapter 1

The structural context of

pharmaceutical price regulation

1.1 The pharmaceutical industry in the UK economy
1.2 The UK as a pharmaceutical industry location
1.3 Corporate structure and consolidation

1.4 Pharmaceutical supply and demand

1.5 Political implications and policy

1.6 Overview of the UK pharmaceuticals market
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Chapter 1: Structural context

This chapter analyses the structural context of pharmaceutical industry
regulation: the importance of the industry in the UK economy and the
importance of the UK for the global industry, as a research base; how the
shifting global corporate structure of the sector interplays with and affects
these concerns; and the nature of the supply and demand sides of the sector
in the purchase of medicines for the NHS. These factors underpin both the
aims and resources of government and industry in arriving at agreement on
the PPRS.

The relationship between the UK economy and the pharmaceutical industry
is distinctive. For the UK economy the industry is of particular importance and
the industry regards the UK as an important location for its operations. These
two points are interrelated but the former is also related strongly to the
relative position of the pharmaceutical industry among other industries in the

British economy.

1.1 The pharmaceutical industry in the UK economy

There is a vast array of literature exploring the causes of Britain's economic
decline, ostensibly in the post-war era but in reality stretching as far back as
the turn of the twentieth century.? The 1980s and 1990s have seen a
significant turn-around and gross domestic product (GDP) per capita in the
UK was, by 2003, higher than in ltaly, France or Germany,® making the UK
the richest large economy in Europe. Nevertheless, industrial decline remains
a salient issue for politicians and governments, ingrained in their psyche, and
Britain can claim to be a world leader in only a few industrial sectors. Among
these industrial sectors is pharmaceuticals. It is a high value, research

intensive sector of the UK economy.

The pharmaceutical industry is the leading investor in research and
development (R&D) in the UK economy, responsible for 37% of total R&D

2 See, for example: Hall, Peter (1986); Coates D. and Hillard J. (eds.) (1986); Wilks, S. (1984),
chapter 1.

18



&
67 /081 9 ' * &<
=97 & >
| * *
*
!
/&6 #4 ?
=&6 "
& @ !
! !
* % &
&6 3 1&]1 * #4
! ! B !
&
=

#4
5
#4 !
* +
$ %!
*
_@ 3
*
!
6 "' /G
>
@
3
@
A B
$ 2 )'C
< 3 ; *
& ? 3 1 AS%%'C3 1$%1

(

A$S%%<#C3
A

3 12 $

# $%%S$1

$1
(C A$%%<C1

/0



Chapter 1: Structural context

As a trading sector, the British pharmaceutical industry also makes its mark.
It is one of the major exporters among British industries. Its £9.25 billion of
exports in 2001 compares with aerospace at £15 billion and chemicals at £29
billion. This puts it among the UK’s largest trading sectors. Yet it is the
contribution to the balance of trade where the industry really stands out. It
contributed £2.9 billion in 2001. Few sectors contribute so much and only two
sectors are listed by HM Customs and Excise as contributing more:
petroleum and power generating machinery. The chemical industry, where
the various sectors are conflated, contributed £4.6 billion in 2001 and the
aerospace industry followed pharmaceuticals at £2.8 billion. The
pharmaceutical industry is therefore third or fourth (depending on the
category split of ‘chemicals’) in the league table of contributors to the balance

of trade.”

The pharmaceutical sector is a significant employer. It employs over 65,000
people across the UK. Although this is a large number in itself, the key point
is the value of these jobs: other sectors employ far more people — 145,000 in
aerospace; 235,000 in chemicals; 715,000 in the automotive industry,
404,000 in banking and 360,000 in insurance.® Yet there is no other
manufacturing sector that creates more value-added than pharmaceuticals.
Each pharmaceutical employee is responsible for over £76,000 of value-
added, compared with £56,000 in the aircraft industry and £37,000 in
manufacturing industry as a whole. Pharmaceutical jobs are some of the
most productive in the UK economy. Chart 1.2 shows value-added per
employee for pharmaceuticals, aircraft, business services, all manufacturing

and motor vehicles.

7 ABPI (2003); Chemical Industries Association (CIA) (2001); Society of British Aerospace
Companies (2001).

8 Association of the British Pharmaceutical Industry (ABPI), 2003; Chemical Industries Association
(CIA), 2001; Society of British Aerospace Companies (SBAC), 2001; Department of Trade and
Industry (2003a); Association of British Insurers (ABI), 2003; British Bankers’ Association (BBI),
2003.
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Chapter 1: Structural context

technology and biotechnology are highly interrelated and the basis of the
knowledge economy of the future. Attention to the science base is an
increasingly important part of any government’s economic policy in a
globalising knowledge economy."' Just as pharmaceutical R&D investment is
in part due to the strength of the UK’s science base,'? so the pharmaceutical-
bioscience industries are seen in particular as central to driving these various

areas of technological discovery.™

The government have seen the pharmaceutical industry as an important
base for the development of biotechnology.'* R&D investments are targeted
at countries with a high innovation capacity and strong science base, thereby
reinforcing the status quo.” Indeed, the countries identified as particularly
strong in pharmaceutical innovation two decades ago (US, UK, Switzerland
and Germany) have arguably strengthened their position over that period
(with the possible exception of Germany).

The UK'’s traditional strength in pharmaceuticals is an important factor in its
more recent success in the biotech area,'® another reason for government to
be wary of its regulation of the pharmaceutical sector.”” The
interconnectedness between the pharmaceutical and biotech sectors gives
the industry an important part to play in the mind of government, not least as
a ‘cash cow’ for the more cutting edge research organisations, in providing
the non-innovative business support functions that would emulate the
positive relationship that has emerged in the sectors in the US,"™ often
through European companies exploiting the American academic and
research base.’ For both sectors, the regulatory environment has
implications for their operations and, important for governments, for their

1 See, for example: Kaounides, Lakis C. (1999), pp.53-79.

12 See, for example: Burstall, M.L. and Dunning, John (1985), p.190.

13 See, for example: Office of Science and Technology, (1995).

14 National Economic Development Office (1987), p.1.

' Burstall, M.L., Dunning, J.H., and Lake, A. (1981).

16 Kettler, Hannah E. and Casper, Steven (2000); Ernst & Young’s Annual European Life Sciences
Reports 1998-2003.

17 Bartholomew, S. (1997).

18 Shan, W., Walker, G., Kogut, B. 1994, pp.387-94.

1% Sharp, Margaret (1995).
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Chapter 1: Structural context

innovativeness. Strict controls on pharmaceutical prices have, specifically,

been found to affect pharmaceutical company innovation.°

The nature of global capital is also important for government’s attitude to the
industry. The development of knowledge-based economies is linked to
‘clusters’ of knowledge, capital, expertise etc.,, and the generation of
innovation which they underpin. The place of any national economy in the
global distribution of such clusters is reliant on successful ‘national innovation
systems’ (NIS).21 Knowledge-intensive industries are particularly conducive
to cluster development and the attention of policy makers has been drawn to
how encouraging clusters may improve national innovation.??  Firms'’
investment decisions are significantly affected by macro conditions in any
national economy.?® There are therefore specific features of the global
organisation of firms, of which the pharmaceutical industry is a clear
example, for government’s industrial policy. It is more important than ever to
attract and to keep high value, knowledge-intensive activities for general

future economic prosperity.

The pharmaceutical industry occupies a special place in the British economy,
to the extent, it is proposed here, that the industrial policy concerns of the
British government have been ampilified in arriving at a balance of health and
industrial policy aims in the economic regulation of the pharmaceutical

industry.

1.2 The UK as a pharmaceutical industry location

Not only is the pharmaceutical industry of importance to the UK economy as
a highly research intensive, knowledge-based industry, but the industry has
found the UK a good place to do business. Although per capita

2 OECD (1997), p.12.

2! On national systems of innovation see: Bartholomew, S. (1997), pp. 241-266; Kaounides, Lakis C.
(1999), pp. 53-79.

22 OECD, (2001).

2 OECD, (1995), pp.22-26.
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pharmaceutical spending has been low by the standards of most major
pharmaceutical producing countries, R&D in the sector has been high and
the British-based industry has been remarkably commercially successful.?* It
has an unusually international orientation in terms of attracting R&D capital.?®
Although only around 3% of the global market, the UK is home to around 9%
of global R&D expenditure in the sector.?® It has also spawned some of the
most successful pharmaceutical companies: GlaxoSmithKline (GSK) and
AstraZeneca are currently the world’s second and third largest respectively.
British companies are considered to have been competitively very strong

relative to European counterparts for at least the past two decades.?

1.2.1 Research and development (R&D)

As a contributor to the science base, the industry provides specialised, high
value-added jobs and maintains scientific knowledge and skill within the
national economy. It is not only the size of the industry or the cash value of
its production that is significant to government, but how much of its
investment is in the science base, i.e. in R&D. As Chart 1.3 shows, this is
high for the UK.

Key to the UK’s position, and successive governments’ attitudes to the
industry, is this favouring of the UK as an R&D location. The success of the
large British firms is an important aspect of this but it is not the sole or even
the primary factor in accounting for the scale of UK R&D in the sector. The
large American firms have substantial R&D operations in the UK. R&D
expenditure by the industry in 2000 was $23 billion in the US, $17 billion in
Europe and $7 billion in Japan.?® The UK’s share of all European®® R&D in
the sector was over one-quarter. The UK'’s heritage in attracting international

R&D investment is deep. In the early 1980s, the UK was clearly second only

2 Taylor, David and Maynard, Alan. 1990, p.15.

% Burstall, M.L. (1990), p.21.

% ABPI (2000a).

2" Burstall M. (1985).

28 Scrip’s Pharmaceutical R&D Databook: Benchmarks Trends and Analysis. Vol. 1. (2002). p.24.

% Where EFPIA statistics are used, ‘Europe’ refers to the EFPIA European region of the following 17
countries: Austria, Belgium, Denmark, Finland, France, Germany, Greece, Ireland, Italy, Netherlands,
Norway, Portugal, Spain, Sweden, Switzerland, Turkey, UK
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