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Health Governance in Europe

Health constitutes a core element of welfare states and a vital nerve in the
trust relation between citizens and their governments. Focusing on the
health sector, this book analyses the closely interwoven relationship
between the European Union and its member states.

The authors explore the dynamic and multi-faceted process of dena-
tionalizing health policies and illustrate how European policies develop in
a sector that still appears to be under exclusively national competence.
They describe the multiple forms and paths the Europeanization process
takes, driven by market integration, public health crises and politics of
consumer protection. The authors also provide a detailed analysis of key
topics: the pharmaceutical sector, market regulation of medical goods and
devices, food safety, the blood provision and plasma industry, European
politics on bioethics, and risk reduction in the field of drug abuse.

Providing a comprehensive and informed assessment of the Euro-
peanization process in the field of health policies, this book will be of
interest to students and scholars of health, European integration and
policy-making.

Monika Steffen is Research Director at the Centre National de la
Recherche Scientifique (CNRS) and is affiliated to the Institut d’Etudes
Politiques de Grenoble, University Pierre Mendes-France in Grenoble,
France.
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Series editor’s foreword

Since health is a fundamental and vital aspect of human life, the provision
of healthcare and health policies are among the most important issues in
every society. Hence, many countries have developed extensive pro-
grammes offering medical treatment on the one hand and measures to
reduce to risk of sickness and disability on the other. Most of these pro-
grammes came into being within specific national frameworks and are still
characterized by these national legacies. Especially in Europe, the devel-
opment of a common market increasingly puts these national programmes
under pressure. Besides, healthcare and health policies themselves are
changing. The concentration of pharmaceutical industries, the rapid devel-
opment of biomedical research (including work on embryonic stem cells,
genetic selection and cloning) and the threats presented by AIDS and
‘mad cow disease’ are only a few factors to be mentioned. Health and
healthcare are changing, and so health policies are changing too.

The contributions to this volume all deal with changes in the wide and
diffuse policy domains related to health in Europe. At least since the
appearance of ‘mad cow disease’ in 1996, it has been clear that health pol-
icies cannot be restricted to illness and medication: food safety and agri-
cultural policies are highly relevant too. Similar arguments can be
presented for drug policies or attempts to regulate the pharmaceutical
sector. Yet the goal of this volume is much more ambitious than present-
ing an overview of the nature and scope of very different health-related
policies in several countries. The authors all start from the presumption
that health policies are increasingly influenced by decision-making
processes in a European context. In spite of the absence of clear legal
competences in this area especially the European Union initiated a
number of interventions and proposals aiming at more coherence among
the various national policies and at improvements in the protection of
citizens.

Before changes in various health-related policies are discussed, Monika
Steffen, Wolfram Lamping and Juhani Lehto offer an overview of the
main aspects of these policies in their introduction to this volume. Further-
more, they present a synopsis of the ways a ‘Europeanization’ of health



xiv  Series editor’s foreword

policies can be approached. The discussions on this last topic are con-
tinued by Wolfram Lamping in his extensive study of the rise of health
policies in Europe and the crucial roles of the Commission and the Euro-
pean Court of Justice in this transformation (Chapter 1). Govin Per-
manand and Elias Mossialos demonstrate that a single pharmaceutical
market is still precluded, mainly for political reasons (Chapter 2), while
Christa Altenstetter examines the much less studied developments in the
medical device sector in Europe (Chapter 3). The next three contributions
focus on the clashes between free-market issues and (potentially) high
risks for human health. Christophe Clergeau demonstrates the existence of
close relationships between economic, food and health policies that have
become particularly evident since the ‘mad cow’ crisis (Chapter 4). A rare
example of direct intervention at the European level is presented by
Anne-Maree Farrell in her study of the European Union-wide regulatory
regime of blood and blood products (Chapter 5). Dealing with a very dif-
ferent area, Francois D. Lafond examines value conflicts and their con-
sequences in the field of bioethics (Chapter 6). In the last contribution,
Henri Bergeron discusses the ways increased medicalization has con-
tributed to considerable changes in the field of drug policies in Europe
(Chapter 7). Finally, Wolfram Lamping and Monika Steffen return to the
central question of this volume — how does European integration affect
policies that are exclusively placed under national competence? — in their
extensive conclusion to the volume.

This book offers much more than a greatly needed overview of health
policies in various countries and the ways they are affected by ongoing
European integration. It shows that neither the absence of an unambigu-
ous legal basis at the European level nor strong national traditions and
interests have prevented the development of European health policies in
specific areas. The differences between these policies are, however,
immense. In this contribution to this volume, Wolfram Lamping nicely
brings this to the point in his observation that ‘European health policy
integration is a process of path-dependency without anybody knowing the
path’. The information presented in this volume certainly improves this
situation. We still do not know exactly what the various ‘paths’ look like,
but with this volume we have a unique collection of case studies available,
each revealing the rapidly growing Europeanization of health policies.

Jan W. van Deth, Series Editor
Mannheim, July 2004



Preface

Like most publications on a new subject and unexplored issues, this book
is the result of a collective enterprise. It benefited from fruitful collabora-
tion between individuals and support from institutions, and drew on
several research networks that specialize in comparative health policies,
welfare state developments and European social policies. The decisive
event in this process, leading from stimulating intellectual questioning to
the book project itself and, finally, the actual job of writing and
coordinating it, was the workshop ‘Health Governance in Europe: Euro-
peanization and New Challenges in Health Policies’, organized by Juhani
Lehto and myself at the Joint Sessions of the European Consortium of
Political Research (ECPR) in April 2001 in Grenoble, France.

The long history of the book began by chance at the European Univer-
sity Institute (EUI) in Florence in 1999, at the Health Policy Seminar!
where I met Juhani Lehto for the first time. We had an inspiring discussion
on the role of ‘Europe’ in changing health policies, especially with regard
to how the European Union and its politics, focused on the free market
and public health issues, might relate to national health policies and
reforms. These questions seemed so intriguing and sufficiently challenging
to us that we decided to plan an ECPR workshop on the subject. An
opportunity for initial collective discussion was provided in August 2000 at
the congress of the International Political Science Association (IPSA) in
Quebec, Canada. The topic was scheduled as part of the session that I con-
vened for the Research Committee 25, ‘Comparative Health Policies’,” in
which Juhani Lehto presented a first paper outlining the main Problems of
the subject.

The decision to work towards the publication of a book was taken
following the ECPR workshop in Grenoble, which proved to be a highly
interesting and productive intellectual gathering. Attended by nearly
twenty participants, the workshop involved contributions on a wide range
of subjects which could be divided into two equal parts: half of them
focused directly on European levels and competences in various health
policy fields, while the other half concentrated on healthcare policies at
national level and on the changes resulting from growing European



xvi Preface

pressure for reform and cost containment. We consequently designed a
project for two possible publications, of which this book constitutes the
first volume. The realization of the project comprised a number of stages.
Several authors, especially those interested in European regulatory
systems, participated in the inter-congress meeting of the IPSA Research
Committee 25 in June 2002 in Paris,’ which provided a platform for the
discussion of manuscripts on ongoing research. In early 2003 two new
authors were recruited to cover important issues. The aim was to provide a
more informed assessment of the Europeanization process in the field of
health policies.

I wish to acknowledge the contribution of two colleagues. The first is
Juhani Lehto, whose collaboration was instrumental in getting the project
off the ground. Although changed circumstances and heavy new responsibil-
ities did not allow him to continue with what started off as a common
project, this book would not have existed today without that initial support.
I wish to thank him sincerely for his early engagement and lasting encour-
agement. The second is Wolfram Lamping, who was extremely helpful in
the final stage when it came to drawing conclusions from the many different
case studies and policy processes analysed in this book. Both of them
offered invaluable support, for which I am profoundly grateful.

Sincere thanks too to my home institution, the Institut d’Etudes Poli-
tiques de Grenoble (IEPG), whose Scientific Committee generously
agreed to support the book financially. The IEPG grant enabled us to
cover the costs of translating those pieces written in French and of editing
the others, a necessary task since few of the authors were writing in their
mother tongue. This difficult job was entrusted to Liz Carey-Libbrecht,
whom I would like to thank for her efficiency and dedication.

I also wish to express my gratitude to Jan W. van Deth, the Series
Editor, for his patience and advice, and particularly for the anonymous
reviews, which provided extremely valuable comments. Last but not least,
special thanks to all the authors for their collaboration and for agreeing to
rewrite and revise their manuscripts, some of them several times, as the
subject progressed and the book took on its final shape.

Monika Steffen

Notes

1 Organized within the framework of the European Forum ‘Recasting the Euro-
pean Welfare State’ conducted by Professors Maurizio Ferrera, Milano Univer-
sity, and Martin Rhodes, Robert Schuman Center, EUIL

2 Session ‘Globalisation and European Integration: What Impact on the Social
Model of Medical Care?’, IPSA Congress, 1-6 August 2000.

3 ‘Regulation of Health Care Industries and Patient Care’, Paris, 20-22 June 2002.
My special thanks to the Maison des Sciences de ’'Homme and Hinnerk Bruhns,
member of its Scientific Directorate, who kindly agreed to host the meeting and
offered the excellent working environment.
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Introduction
The Europeanization of health policies

Monika Steffen, Wolfram Lamping and Juhani Lehto

Health policy, citizens and nation-states

For centuries, health policy and nation-states have been closely inter-
linked. Very early on, mercantile states discovered the close relationship
between their populations’ health and the effectiveness and productivity
of their economies (Rosen 1969). In many countries, health policy was a
specific state-building or state-stabilizing resource, particularly in the
context of industrialization and war. It has also been and still is an essen-
tial part of domestic politics regarding public security and internal social
stability. Significantly, the development of modern healthcare and public
health have formed a core element of the welfare state, which developed
as an essential part of the nation-state (Therborn 1995). Health policy has
therefore been a central concern of national politics since the very begin-
nings of national welfare statehood.

In European democracies, health policy has been a major instrument
for shaping societies, not only increasing their productive capacity and
economies, but also reducing individual risks and relieving people of exis-
tential fears: ‘The health of the people is really the foundation upon which
all their happiness and their powers as a state depend.”! Healthy popula-
tions are not only economically more productive, but also socially more
cohesive. To ensure access to healthcare for people with little or no
income was and still is a major confidence-building measure in OECD
(Organization for Economic Cooperation and Development) countries.
Health policy matters, because ‘sickness’ is different from other social
risks. This may sound trite, but it is an important point: health is a valuable
good for modern ‘Homo hygienicus’ (Labisch 1992). Not surprisingly, ade-
quate healthcare, effective medical treatment and institutional protection
against illness rank high on people’s list of priorities. The individual wish
to be and remain healthy comes first for the majority of citizens. Health-
care has thus been promoted to a fundamental human right and politically
legitimized as such.? In democracies, and especially in welfare states,
people expect their governments and public authorities to protect them
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against illness and disease, to guarantee safe and healthy food and environ-
mental conditions, to reflect these expectations in national policies, and to
be politically responsible for their achievement. Health policy touches a
vital nerve in societies. If governments fail in this field, political trust and
confidence are likely to be severely undermined. The French Socialists’
experience of being voted out of power consequent to the ‘contaminated
blood’ scandal clearly illustrates the point.> Healthcare has a considerable
social-psychological dimension when it comes to establishing bonds of trust
between citizens and states and maintaining strong state—society relations.
Governments therefore feel particularly responsible for the medical care of
‘their’ patients, and are averse to ‘Brussels’ intervening in this privileged
relationship between the nation-state and its citizens.

Healthcare and attitudes to medicine, illness and treatment have a
strong cultural bias. They are deeply embedded in the respective societies
and form part of nations’ ‘cultural heritage’ (Payer 1988). Institutional
infrastructures, actor networks and sectoral interests also result from long
national histories, which makes convergent reform attempts a particularly
difficult undertaking. European opinion polls attest to people’s emotional
attachment to their national health systems. In contrast to a large number
of policy issues ranging from foreign relations to immigration and from
unemployment to fishing, which have constantly received the support of
the large majority of European Union (EU) citizens as a legitimate matter
of European concern, and in which Europeans accept joint EU decision-
making, policies in the fields of health and social security elicit a very dif-
ferent response. Here a large majority accepts only policies and decisions
made by their national governments.* The question is: how does and will
the European Union deal with the politically tricky and technically
complex health policy sector?

Health policy and European integration

European integration is necessarily challenging, if not incrementally abol-
ishing, the traditionally established congruence of national citizenship and
redistribution, on the one hand, and the exclusive socio-political compe-
tences of national governments to shape state—economy-—citizen relation-
ships, on the other. With it, a borderless European market and social
space is emerging. However, any step towards European social and health
policy integration is a complex and conflict-loaded venture impacting on
politically sensitive and traditionally national core domains with deep-
rooted institutional configurations. Health systems have grown incremen-
tally and therefore are unique institutional entities, each with a specific
role distribution between the state, the medical professions and the
various socio-economic partners, with specific internal logics,
purchaser—provider relationships, financing and remuneration systems,
and well-entrenched influential interest groups. Therefore, health systems
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in the EU member states differ substantially in their organization, regula-
tion and financing, in the way they deliver services and mobilize and allo-
cate resources, and, finally, in the role they play in the ‘construction plan’
of welfare states. Furthermore, the level of health expenditure varies con-
siderably among EU countries, both per capita and as a percentage of
Gross Domestic Product (GDP). European health systems thus differ
markedly with regard to equity and efficiency. Unsurprisingly, there is no
such thing as a European healthcare system, and as long as decisions on
financing, organization and service delivery are taken at national level,
there is little chance of one existing.

It would nevertheless be a mistake to conclude that the European
integration process excludes the health policy sector. The authors of this
book demonstrate two major findings. First, the legal absence of direct and
substantial EU health policy competences does not mean that the Union’s
impact on member states’ health systems and policies is negligible. Second,
the ‘Europeanization’ of health policy is an ambivalent and extremely
complex phenomenon operating on various levels, in different forms and
with diverse effects. Different types of pressure result from the integration
process and have varied impacts on national ‘health care states’ (Moran
1999). The latter form part of a scenario where health policy can no longer
be discussed exclusively in terms of national autonomy and sovereignty.
This book analyses the closely interwoven relationships between the EU
and member state levels, from which a new European health policy regime
has already emerged.

What are Europe and Europeanization?

Europe and consequently Europeanization have different meanings. In
geographic terms, ‘Europe’ usually means the territory, including the
islands, between the Atlantic Ocean and the Ural Mountains. In historical
and cultural terms it is generally defined through the common inheritance
from the Hellenic and Roman cultures, mediated through the Christian
religion in its three major forms of institutionalization: the Orthodox, the
Catholic and the Protestant Churches. In political terms, ‘Europe’ has
more than one meaning. It may refer to the European Union, either with
its fifteen well-established member states or in its enlarged version of
twenty-five. It may refer to Western Europe, which also includes Norway
and Switzerland, or to Western Europe plus Central Europe, which means
the European Union plus potential future accession countries, or to
Western Europe, Central Europe and Eastern Europe, including an unde-
fined ‘European’ part of Russia. A number of international organizations
apply even broader definitions. The World Health Organization (WHO)
includes not only all the Asian countries of the former Soviet Union but
also Israel in its ‘European Region’. In economic terms, ‘Europe’ is per-
ceived as one of the world’s three rich competitors, the others being the
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United States and Japan. In this perception, Europe normally refers to the
European Union or the European Union plus a group of ‘rich’ countries
around it.

This book concentrates mainly on processes within the European
Union and between the Union and its member states. However, because
of its close links with the few West European countries still outside the
Union, most of the statements and conclusions are also valid for those
countries. Similarly, with the growing impact of EU legislation and policies
in the Central and Eastern European countries, many of the questions and
issues also apply to them as they formally become members of the Union.
‘Europe’ covers a stretchable social and political reality, which inevitably
reflects on an equally expandable concept of Europeanization. This is well
illustrated by the contrast between the chapters focusing on single market
regulations — for example, for pharmaceutical products or medical devices
— on the one hand, and those on public health regulations — for instance,
for food safety, blood safety or in respect of bioethics — on the other. The
latter field in particular addresses issues that are clearly linked to the
Europe of common cultural traditions and values, where ‘Europe’ is per-
ceived not only through the European Union but also through the Council
of Europe’s striving to represent a larger European community of human
rights and democratic values.

It is against this background that the concept of Europeanization, which
has become an ‘extremely fashionable term in the social science literature
on Europe’ (Olsen 2003: 334), has developed ‘many faces’ (Olsen 2002).
There are various potential meanings of what can be described and
analysed with such an open concept. It can be used to explain a ‘confusing
range of heterogeneous empirical phenomena and processes of change
that may somehow have something to do with European integration and
the penetration of the European dimension in national arenas of politics
and policies’ (Radaelli 2000: 3). The term ‘Europeanization’, inherently
endangered by a tendency of ‘conceptual stretching’ (Sartori 1970) and
ambiguity, is used in different ways to describe a variety of phenomena
and processes of change. This is partly due to the fact that researchers are
still not equipped to define the relatively new concept; consensus has yet
to be achieved on the question of what ‘Europeanization’ is and what it is
not, where it comes from and how it can best be grasped analytically. Con-
sequently, the authors of this book do not try to propose a common defini-
tion of the processes of Europeanization. Rather, each of the chapters
sheds light on the different facets of this process and on the ways it creeps
into health policy. They illustrate and discuss at least five possible perspec-
tives of Europeanization, all implying different modes, mechanisms and
driving forces of change.

One - traditional — perspective is to conceptualize Europeanization as
institution-building at supranational level and to focus on European
Union-level policy-making, via formal institutions, established networks,
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guiding norms and shared ideas, and on its direct output in terms of collec-
tively binding European policies. Health policy seems to be concerned
very little by this perspective, if at all, since member state governments still
perceive it as a genuinely national policy field and a state-consolidating
resource.’ This book shows that health policy has incrementally become a
major EU policy field, and probably one of the most challenging concerns
of future European activity. In fact — and this may explain the bias in per-
ceptions — European health policy remains a divided policy field, because
policy integration is marked by a traditional cleavage between public
health (management of collective health risks) on the one hand and health-
care (treatment of individual illness) on the other. The chapters on
medical devices (Altenstetter, Chapter 3), blood policy (Farrell, Chapter
5), food safety (Clergeau, Chapter 4), bioethics (Lafond, Chapter 6) and
the pharmaceutical sector (Permanand and Mossialos, Chapter 2) docu-
ment the ongoing process of establishing and extending public health as a
genuine EU policy field, and of institutionalizing a robust EU mandate in
this area. Though to a much lesser extent, this is also observed for the
politically sensitive healthcare sector, in which a sustainable process of
integration via case law can be witnessed. The European Court of Justice
(ECJ), through its rulings, has established a set of new European social
rights (see Lamping, Chapter 1).

This classical conceptualization of Europeanization as EU-level polity-
and institution-building has been challenged by a complete change of
perspective in which European integration impacts on all sectors and
dimensions of domestic politics, polities and public policies. In this
perspective (see Cowles, Caporaso and Risse 2001), Europeanization is
conceptualized as an adaptive process at national level. This research
agenda is best captured by the broad definition of Hix and Goetz (2000:
27), who define Europeanization as ‘a process of change in national insti-
tutional and policy practices that can be attributed to European integra-
tion’. The perspective treats European-level developments ‘as the
explanatory factors, and changes in the domestic systems of governance as
the dependent variable’ (Olsen 2003: 343). This approach analyses changes
that can be attributed to EU membership and European integration
impacts, and that affect member states internally: their political systems,
political routines, political parties and sectoral policies in fields that have
become subject to European attention, such as poverty, equality and, last
but not least, public health and healthcare. While some authors, like
Borzel (1999), focus on the direct institutional effects of European integra-
tion on member states, others, like Radaelli (2003), draw attention to the
more indirect manners in which ‘Europe’ affects domestic politics and pol-
icies, sometimes ‘to the degree that EC political and economic dynamics
become part of the organizational logic of national politics and policy-
making’ (Ladrech 1994: 69). The variable pressure to adapt to ‘Europe’,
and with it varying institutional and strategic adjustments, has recently
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been discussed in terms of institutional ‘fit’ or ‘misfit’ — that is, the compat-
ibility or incompatibility of national and European policies and institu-
tional set-ups. Whatever one’s perspective, the final research challenge is
to explain the variations in European impacts, and the varying responses
or non-responses of national actors and institutions to the European pres-
sures. The health sector seems particularly fertile for this research ques-
tion, as Lamping argues in his chapter and as the chapters by Altenstetter
and Clergeau suggest when it comes to actually implementing EU regula-
tory policies.

From a third — that is, a political — perspective, Europeanization is a
multi-causal phenomenon. It is the result of a complex and dynamic inter-
twining of top-down and bottom-up processes in a given policy area: EU-
level activities and initiatives strongly affect domestic policies and politics
(top down), while national actors interpret these ‘impulses’ and translate
them into domestic political games (bottom up). At the same time, they
tend to shift domestic issues to the supranational level and actively seek to
influence these processes at the European level according to their eco-
nomic interests and policy traditions (Héritier 1997; Putnam 1988). The
process resembles a cycle rather than any linearity. This understanding of
‘Europeanization’ is restricted neither to the study of European institu-
tions, institution-building and policies in the sense of EU output or the
European Union as a source of constraints on member states, nor to the
direct domestic impact of EU politics and policies in the sense of imple-
mentation, change of domestic policies, and intended or unintended policy
outcomes. It analyses the various and confusing feedback loops, interac-
tions, games and specific dynamics linking the two levels. In this perspect-
ive, Europeanization is a mutual process of influencing, negotiating and
adjusting at both EU and member state level. The process is most obvious
in the wake of public health catastrophes like AIDS (Steffen 2001, 2004):
the epidemic was a catalyst for both an intensification of cross-national
health management and cooperation, and the organization of public health
capacities at EU level. In this book the chapters on the regulation of
medical devices (Altenstetter) and the Europeanization of risk-reduction
policies in the field of drug abuse policy (Bergeron) or blood safety policy
(Farrell) exemplify these reciprocal processes of policy development,
norm diffusion and policy adoption and reform, which at the end of the
cycle may result in policy and organizational convergence.

A fourth perspective of Europeanization emerges as a soft variant, a
transfer of ideas and of the way problems are perceived rather than Euro-
pean rules leading directly to structural or policy change at domestic level.
European values, integration requirements and policy paradigms diffuse
into national policy debates and arenas, shaping or influencing national
policy formulation and strategic choices from within. This triggers a
process of institutional and ‘social learning’ (Checkel 2001) and normative
re-orientation. Most prominent examples are the Economic and Monetary



Introduction 7

Union (EMU), the single European market (SEM) and the Stability and
Growth Pact. Several chapters of this book demonstrate such processes of
European ‘policy-framing’ (Liebert 2002: 6-7) in the health policy sector.
The concept is understood as both the creation of shared frames of refer-
ence by framing common sets of beliefs and ideas, and the inducement of
actors in member states to frame domestic structures and activities in ways
that incorporate a European dimension. Both can have a major impact on
domestic policy discourses (Schmidt 2000) in which national actors
‘communicate Europe’, and on the content of domestic politics in a
growing number of policy issues. In the health sector the process is illus-
trated by ‘cost containment’, ‘risk reduction’ or ‘equal access’. Euro-
peanization, in this respect, is a process of convergence towards shared
policy frameworks and beliefs. The effect is dependent on the intellectual
influence of ‘epistemic communities’ (Haas 1992). In the health policy area
such epistemic communities have been considerably reinforced through
the establishment of stabilized networks of issue-interested groups and the
direct institutionalization of problem-solving capacities, mainly through
the creation of European agencies and ‘observatories’, comprehensive
databases and comparative information systems, diffusion of best practice
and incremental extension of regulatory competences. They encompass
individual health policy experts, representatives of European and national
research units, selected officials from member states and, most important
in this sector, specific interest groups and non-governmental organizations
(NGOs) such as patients’ organizations. These groups work in close col-
laboration with the Commission and have often been strategically used by
it to back its policy proposals and to lend them ‘expertocratic’ legitimacy.
Although still an underestimated point of reference in national health
policy, European integration and the European Union as an actor increas-
ingly provide, as Knill and Lehmkuhl (2002: 263) sum up, ‘a “focal point”
for domestic developments, offering potential solutions or ideas to deal
with domestic problems’. In this volume the chapters by Bergeron, Farrell,
Clergeau, Lafond and Lamping each highlight different aspects of this
phenomenon of ‘incorporating’ a European dimension into national health
politics and policies.

The fifth perspective on Europeanization documented in this book is
that of changing domestic opportunity structures. EU regulatory policy as
well as the perceived or real European integration requirements affect the
domestic distribution of power and resources and redefine the domestic
rules of the game: new constellations of actors emerge while traditional
veto players are weakened; new norms and challenges are formulated; and
new opportunities open up for pushing previously marginal policies
forward. European integration provides national actors — both govern-
mental representatives and interest groups — with the opportunity to ‘play
the European card by shifting issues to the European level’ (Vink 2003:
66) and/or to build up new strategic domestic and transnational coalitions.
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In this case, domestic actors no longer rely exclusively on their national
networks and resources, but participate in European policies and politics
which may have major repercussions on domestic challenges. They use not
only their national importance to gain European influence, but also their
European capacities to reinforce their position in the national policy
arena. Fairly regularly, European integration opens up a window of
opportunity by using the European Union as a scapegoat for unpopular
domestic reforms for which ‘Brussels’ can be blamed. The chapter by Per-
manand and Mossialos and the one by Lamping provide interesting empir-
ical evidence for this effect of Europeanization in the health policy sector.

This book does not conceptualize convergence and Europeanization as
synonyms. Yet policy convergence or the harmonization of regimes may
often occur as the consequence of EU initiatives or European integration
impacts. The challenge is to sort out those processes of policy convergence
and policy harmonization that actually do have a ‘European source’, and to
distinguish them from those policies or strategies that political actors pursue
independently of European objectives. All the chapters of this book demon-
strate that however one conceptualizes Europeanization, it is a complex
issue that requires a precise analysis of cases, causes, causal mechanisms,
and consequences responsible for and resulting in change. The chapters
empirically reveal a twofold reality. First, the European influence ‘is but one
of several “drivers of change”’ at national level, which also implies that
European integration ‘might matter in a rather less straightforward manner
than the Europeanization literature tends to assume’ (Goetz 2001: 225, 227).
Second, European dynamics and impulses ‘are interpreted and modified
through domestic traditions, institutions, identities, and resources in ways
that limit the degree of convergence and homogenisation’ (Olsen 2003: 346).
It is precisely these ‘causal complexities’ (Liebert 2002) characterizing the
phenomenon of Europeanization and playing out differently in various
policy areas that are addressed in this book.

What is health policy? What is Europeanized and how?

Like Europe and Europeanization, health and health policy can be under-
stood and conceptualized in a number of different ways. Most often the
term ‘health policy’ refers to policies that focus on the development of
medical care and the organization of healthcare systems. Analyses concen-
trate on how people are provided with diagnosis, cure and care for disease.
This part of the subject may be called medical care policy. In a broader
context, the focus tends to be on the social security system and the regime
of social protection in the case of sickness. In this frame, the question
relates to how different systems of social protection cover the costs of
buying medical care and temporarily remaining out of the labour market
during a period of sickness. This may be called social security policy cover-
ing sickness.
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Health policies may also be viewed from the perspective of health
determinants such as work and living conditions, environment, traffic
safety, nutrition, smoking and physical exercise, in addition to health edu-
cation, vaccinations and screenings. Such analyses concentrate on preven-
tion policies and health promotion. The term ‘public health’ refers in
general to policies related to these foci of health policy developing at the
margins or even outside the institutional borders of the healthcare sector.
Epidemiological surveillance and expertise systems form part of this
particular type of ‘public’ health policies. In some contexts the term
‘public health’, or the more recent concept ‘health system’, introduced and
diffused by the WHO, is used for all the policies and institutions with
health as their primary and main goal (WHO 2000). Both terms refer to a
combination of healthcare and promotion, the sickness branch of social
security, and prevention. Following the new WHO terminology, this global
public health approach could be called health system policy.

The realm of health is also a significant arena for private enterprise,
economic growth, employment and profit as well as industrial and com-
mercial competition between the European Union, the United States and
Japan. The pharmaceutical and the medical devices industries as well as
the agrifood and other assumedly health consumer-product industries all
seek to optimize their market and economic interests, particularly via the
rapidly growing biotechnology industries. In this respect they are compa-
rable to other public- or private-sector services, such as telecommunica-
tions or energy, and to more traditional economic sectors like the chemical
or car industry, where safety issues constitute a major part of the business.
From the perspective of the economic interests related to this arena,
health policies may also be seen as policies creating growth potential for
health-related industries.

While ‘health system policy’ refers to policies primarily aimed at health,
it may sometimes be difficult to identify the primary goal of a given policy.
For instance, do governments set high taxes on tobacco in order to protect
citizens’ health or to collect larger tax revenue? Concerning investments in
biotechnological research, it would be tricky, if not impossible, to clearly
distinguish the primary motive among the goals aimed at improving health
opportunities and those intended to strengthen the national pharmaceuti-
cal industry’s future position in global competition in the most promising
economic growth sector. Quite often, policies with other primary goals
may also promote health. The typical example is education. Improvements
in the level of education are known to lead to better health and health
conditions, although health is not the primary goal of education policies, at
least not for most of the actors in education policy processes. These
examples point out that there should be an even broader meaning for
‘health policy’ than the already extensive concept of ‘health system policy’.
In addition to policies, activities and institutions that have health as their
primary goal, the concept could also cover those that have an impact on
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health, even if it is only a secondary or tertiary goal or no goal at all of the
considered policy, activity or institution. This dimension of health policy
should be recognized as policies with health impact.

These different aspects of health policy are related to Europeanization
in different ways, which compounds the existing complexity of the
processes. At first glance, the treaty on which the European Union is
grounded explicitly defines the regulation, organization and financing of
healthcare as a national core competence (Art. 152 no. 5 TEC, where TEC
is the Consolidated Version of the Treaty Establishing the European
Community).® National health authorities therefore perceive health policy
as domestic policy and health systems as national ‘property’ which they
jealously defend, and they still have great difficulty in perceiving health
policy as a matter of Union concern. Formally, they are right: there is no
strong legal Union competence for it, for direct influence of the European
Union on national institutions has been widely excluded from the mandate
of the Union’ (Mossialos et al. 2001). To date, the various European
treaties still remain somewhat reticent on healthcare issues. The ‘Charter
of Fundamental Rights of the European Union™® agreed by the Union in
Nice in 2000, which set out for the first time a whole range of (not yet)
legally binding civil, political, economic and social rights of European cit-
izens and persons resident in the European Union, declares in Art. 35 that
‘everyone has the right of access to preventive healthcare and the right to
benefit from medical treatment under the conditions established by
national laws and practices’. Even though the public health article (Art.
152 TEC), like so much that has to do with European integration, is open
to different interpretations, it can be argued that healthcare systems as
such are not the objective of the Union. The ‘Draft Treaty establishing a
Constitution for Europe’ of July 2003 (CONV 850/03) is still unable to
clear up this health policy ambiguity. It sticks to the rhetorically tricky
path of conflict avoidance and competence-sharing, while simultaneously
whenever possible implementing points of reference for future Euro-
peanization and harmonization. The application of the ‘open method of
coordination’ (OMC) to healthcare constitutes an example. Regarding the
public health article Art. IT1I-179 of the Draft, the Union is still restricted
to ‘complementing national policies’ and to ‘encouraging cooperation
between the Member States’. All in all, the Treaty restricts the mandate of
the European Union, differentiating it particularly clearly from the
medical care sector and social security covering sickness. Yet the chapters
of this book point out that there are many indirect ways in which the
Union may have a considerable impact on the evolution of health policy in
the member states, including in the medical care sector.

Article 3 of the TEC raises health protection to the rank of a Commun-
ity objective. It provides the Union with a policy mandate for contributing
actively ‘to the attainment of a high level of health protection’ (cf. also
Art. 95 no. 3) including, inter alia, specific tasks formulated especially in
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Art. 152 of the TEC. The latter article commits the European Union to
encouraging cooperation and fostering coordination among member states
and between governments and the Community. Unsurprisingly, it was the
broad and vague area of public health (health system policy), a cross-
cutting issue, that opened the back door to member states’ health policies,
and incrementally put health at the forefront of the European political
agenda, as illustrated by the bovine spongiform encephalopathy (BSE)
crisis. It was precisely in response to new challenges and political concerns
related to public health issues and risks, all of an intrinsically cross-border
dimension, that the limited resources of the Community in health policy
were gradually expanded in the Treaty of Amsterdam through the addi-
tion of several new provisions. In terms of Art. 152 TEC, EU actions in
the public health area should contribute towards ensuring the attainment
of a high level of health protection, improve health, prevent human illness
and disease, eliminate sources of danger to health, and ensure that all
European policies are effectively compatible with health protection. In
parallel, Art. 3 TEC commits the Community to a high level of health pro-
tection across the entire range of its policies and actions (see also Art. 95
no. 3 TEC). This robust EU public health mandate is in sharp contrast
with the restriction of Union competence in medical care and coverage.
The fact that the European Union is committed to public health action in
cooperation with the member states is to be understood as a mandate for
health system policy primarily, without intervention in the organization
and financing of the social security policies concerning sickness. Finally,
policies creating growth potential in health-related industries are included
in most EU trade and industry regulations and in its research policies.

Plan and content of the book

The main purpose of this book is to point out the multiple ways in which
health policy is Europeanized, and to gain a more complete picture of
what might be called European health policy. The book includes chapters
from selected aspects of health policy, with seven specific analyses of the
development of a European dimension in different sections of this policy
sector. While politicians and health professionals still think in terms of
national health policy, specialists in this policy field are fully aware that
European integration has definitely begun a new chapter in the history of
health policy, shifting away from exclusively national competence and
post-Second World War historical continuity. Several chapters shed
empirical light on this ongoing process and propose elements for its theo-
retical understanding.

In the first chapter, Wolfram Lamping discusses why health policy may
be one of the best possible examples for demonstrating how the European
Union - specifically, the Commission and the European Court of Justice —
has successfully made a non-topic issue one of the Community’s most
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important and scientifically challenging future policy fields. Lamping
systematically sorts out the issues when it comes to identifying the levels
and dimensions of the new politics of health policy integration: its driving
forces, its political nature, and the web of European policies and politics
within which member states are increasingly involved when conducting
their health policies. He concludes that even though European healthcare
systems still formally appear to be national, European integration has
steadily reduced the policy margin member states can effectively dispose
of when regulating their healthcare sector. Both the supranational and the
national level are slowly but surely on the way to becoming an institutional
compound of health policy.

Although the EU’s scope for ‘positive’ initiatives remains limited, the
completion of the internal market as well as the consumer
protection/public health mandate of the Commission allows for important
Community regulations affecting even the medical care sector. A common
regulatory framework for medicinal products and medical devices has thus
been set up, covering manufacturing, safety and quality surveillance,
market access authorization, and the free movement of pharmaceuticals
and medical equipment within the single market. It is particularly this con-
siderable market of pharmaceuticals and medical devices, tradable goods
in the true sense, that is marked by a high level of integration and central-
ization of competence. Against this background, questions of national
implementation of and institutional compliance with European policies
are highly challenging for researchers in European integration and public
policy analysis alike. What happens to EU directives after they have been
transposed into national law? How and to what extent will national actors
adapt the ‘philosophy’ of European impulses and adjust their practices to
it? The following two chapters directly address these questions.

In the second chapter, Govin Permanand and Elias Mossialos demon-
strate the clash between the subsidiarity claims of member state govern-
ments (national authority and self-interests to set prices and
reimbursement rates and to pursue economic policy), and the free move-
ment requirements of the internal market (medicines are tradable goods).
Focusing on the disparate interests of the actors involved, they provide a
political view and theoretical perspective on regulatory decision-making in
the multi-level and multi-dimensional EU pharmaceutical sector. On the
basis of three case studies they show that, on the one hand, specific parts
of the European market for pharmaceuticals are highly harmonized and —
from the point of view of competences — centralized, while on the other,
the European market as such is still marked by a striking imbalance and
deadlock that have precluded the completion of the single pharmaceutical
market to date. Any further comprehensive Europeanization of this
market, which would then concern crucial aspects of medical care policy, is
difficult to conceive of since, as the authors demonstrate, the necessary
widespread political will is still lacking.
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In the third chapter, Christa Altenstetter discusses salient aspects of
European regulatory integration in the field of medical devices. She exam-
ines the evolution of EU regulatory governance in this policy field and
focuses on the theoretical and practical aspects that link EU regulation to
domestic implementation, adaptation and change, taking a particularly
close look at the conceptualization of the ‘In Vitro Diagnostic Device’
Directive and its domestic implications. Altenstetter provides both a theo-
retical framework for conceptualizing domestic implementation mechan-
isms and understanding different outcomes (implementation trajectories,
causal mechanisms, etc.) and precise empirical analyses of the regulation
of medical devices at EU level (policies and politics, comitology, regula-
tory principles, etc.) — a largely under-researched field. The chapter high-
lights an intrinsic regulatory dilemma of technology in general: progress in
life-saving and life-enhancing medical devices and in tissue and cell engin-
eering is most often advancing faster than solutions are found and agreed
upon by national regulators, the Commission and the industry. Altenstet-
ter concludes that European and national initiatives will continue to exist,
that national variations in responses (implementation and outcome) will
inevitably increase after the 2004 enlargement, and that regulatory
harmonization of medical devices has not lowered quality standards. On
the contrary, the common requirements of performance and the evalu-
ation system have raised the safety threshold in the European Union and
beyond. This finding suggests that a market-oriented Europeanization can
also contribute to consumer and patient protection.

The broadly defined public health article of the Treaty as well as the
explicit, cross-cutting consumer protection provision provide the Euro-
pean Union with a considerable policy mandate in a wide range of policy
areas. The following three chapters analyse policies in which important
free-market issues coincide with potentially high risks for human health.
Not surprisingly, it was mainly outbreaks of communicable diseases or
severe threats to public health that induced the Commission to push coop-
eration among member states and — a case in point — to institutionalize the
surveillance and control of serious health threats at EU level, a process in
which the Commission has demonstrated considerable political leadership.

In the fourth chapter, Christophe Clergeau demonstrates the long and
thorny march on which food safety has progressively become a key
component of EU health and consumer protection policy. The European
Union not only has adopted comprehensive food laws in which the general
principles, standards and procedures of food safety regulation are defined,
but has also succeeded in institutionalizing a considerable administrative
and scientific apparatus at EU level. Clergeau discusses both the crisis-
driven history of EU food safety policy, marked by the complex relation-
ship between agricultural politics and health protection in Community
policies, and the gradual detachment of food policy from the narrow
liberal single market perspective and the incorporation of food safety into
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the Union’s health politics and policies. Clergeau concludes that, despite
such important changes, Community action in the field of food safety is
still neither coherent nor sufficiently coordinated and, to a certain extent,
remains limited to support for national policies. Food policy in all its facets
is still subject to incidental controversy between the European Union and
member states, and will remain a politically salient issue in the enlarged
Union.

The fifth chapter, by Anne-Maree Farrell, focuses on the catalysts of the
European Union’s gradual involvement in blood policy since the 1990s, in
the aftermath of the political fallout from the HIV blood contamination
crisis. The author analyses the use of burden-shifting from member states
to the EU level, the development of a complex, diverse and politicized
European blood policy community, and the important role of scientific
experts on blood-related matters in EU policy formulation. In this policy
area, EU-level activity is confronted with very different national traditions
regarding blood collection systems and philosophical dogma on human
blood, and with different public or private modes of organization of the
plasma industry. The case shows how private actors, from the industry as
well as from patients’ organizations, initiated policy framing and actor net-
working at EU level. Farrell demonstrates that the establishment of a com-
prehensive EU-wide regulatory framework for the collection, manufacture
and supply of blood and blood products is a significant part of the Union’s
growing competence and influence in public health governance.

The sixth chapter, by Francois Lafond, discusses how both the Council
of Europe and the European Union have come under pressure from their
representative bodies to address various politically and culturally sensitive
issues: access to artificial insemination, cloning, research on the human
embryo and, most importantly, patentability of the human genome, all of
which symbolize the emergence of highly conflictual political responses
that need to be considered in their European dimension. Lafond demon-
strates that we are witnessing a process of Europeanization of bioethics
politics. Both the European Union and the Council of Europe have taken
a stand on biomedical ethical issues and are loci of permanent trans-
national discussions, learning processes and policy diffusion, although not
to the same extent. While the European Union’s intervention has been
marginal and reactive to date, in the absence of robust competences in this
policy field, the Council of Europe has gradually become an important
political actor and point of reference for political initiatives. Lafond con-
cludes that the different cultural and normative preferences of member
states hinder binding European legal decision-making in the fragmented
and disparate field of biomedical ethics, which encompasses important
research and market issues.

Policy convergence constitutes the focal point in the seventh and last
main chapter, by Henri Bergeron. This chapter, which analyses the Euro-
peanization of policies to combat drug abuse, considers one of the most
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crucial questions in European integration research. Why, how and to what
extent do national public policies converge in the wake of European
integration, even though the Union has barely any competence and little if
any experience in the policy field, and even though these public policies
are politically salient and extremely sensitive issues in most member
states? Bergeron provides empirical evidence for both a relative conver-
gence of national policies and, simultaneously, the gradual extension of
Community activities, although there still is no comprehensive or consis-
tent EU drug policy. He demonstrates how the European Union estab-
lishes European problem-solving capacities and provides a forum for
policy discussions between professional experts, scientists, governments
and public administrations from member states. This has repercussions for
national perceptions of problems and strategies to solve them. It produced
a Europe-wide cognitive input and comparative assessment of national
performances, for the use of the member states and the Commission. The
chapter analyses the functioning and role of a European monitoring
centre, a body in which ‘good and bad practice’ are defined and from
which practical policy recipes are diffused.

The concluding chapter, by Wolfram Lamping and Monika Steffen,
summarizes the results of the research presented in this book and relates
them to general questions raised by the Europeanization of social policy in
the context of a growing Union. ‘Europe of health’ is progressively taking
shape, even though its contours are still confusing: core areas of health
policy and health regulation have inevitably become subject to an incre-
mental, though asynchronous, process of Europeanization and institu-
tional harmonization. Obviously underdeveloped compared to economic
integration and still far from having institutionalized a comprehensive and
centralized regulatory regime, the process has nonetheless been on the
way for many years. Given the adverse context, with the considerable
liberal grammar of the European Union, the fact that political efforts to
elaborate and adopt European rules are politically impeded by an assort-
ment of substantial obstacles — not least the legitimate self-interest of
member state governments — and the political sensitivity of health policy
as a national domain, the progress of health policy integration deserves
admiration. Against this background, European social and health policy
integration has to be conceptualized as a parallel process of deregulation
and liberalization on the one hand, and re-regulation and harmonization
on the other. This book provides ample evidence of this intertwined
process.

Notes

1 Benjamin Disraeli, 1877, quoted by Timmins (1995: 101).
2 Cf. the official declarations on healthcare and individual access to healthcare,
such as the WHO declaration, the United Nations International Convenant on
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Economic, Social and Cultural Rights, the General Comment on the right to
health of the UN Committee on Social and Economic Rights, or the Ottawa
Charter for Health Promotion.

3 For the French case as well as a European comparison of the national politics of
medical crises, see part V, ‘Managing Crisis: HIV and the Blood Supply’, in
Bovens, 't Hart and Peters (2001: 453-489).

4 See Eurobarometer no. 56 and Standard Eurobarometer 56 (2).

5 ‘[U]ntil now, the politics of health care have been regarded as too delicate, too
influential in national elections, and too culturally diverse for the governments
of member states to allow responsibility to pass into the hands of supranational
authorities’ (Redwood 2003: 52).

6 Consolidated Version of the Treaty Establishing the European Community
(TEC), Official Journal of the European Communities C 325/35.

7 With the exception of cross-border social security rules, Art. 42 TEC; and some
Council regulations.

8 Official Journal of the European Communities 2000/C 364/01.
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1 European integration and health
policy

A peculiar relationship

Wolfram Lamping

Europe matters. But why, and how, and to what extent? The impact of
European integration on member states and the way they adjust to
Europe continue to raise challenging questions for researchers. At the
same time, a great number of empirical studies point out the varied impact
of European integration on national polities, policy-making patterns and
(public) policies. However, welfare state policies somehow seem to be dif-
ferent and apparently marginalized in European integration politics.
Except for some market-building and compatibility policies, the welfare
state and especially health policy actually appear to be an enclave within
the integration process, and consequently one of the last key realms — and
one of the last retreats — of national policy competence. It may be for this
reason that most of the studies available on national health policy and
healthcare reform still leave out the ‘European dimension’, instead focus-
ing mainly on domestic challenges.

Is health policy an appropriate example for exploring the impact of
European integration, considering that member states have explicitly
declared in the Treaty that the organization and delivery of health services
and medical care shall remain a matter of national competence? The argu-
ment of this chapter is that it is one of the best examples possible for
demonstrating how the European Union (EU) and its institutions have
successfully made a non-topic one of the Community’s most important
future policy fields. Core areas of health systems and health regulation
have inevitably become subject to an incremental and irresistible process
of harmonization and Europeanization. Moreover, health policy is a chal-
lenging policy field for examining the tensions and contradictions between
economic and social integration within the new EU social policy gover-
nance system. Finally, it was foreseeable that social policy core compe-
tences would become Community targets, given the strong institutional
self-interests of the European Commission, keen on enhancing its scope of
action, clever in inventing new justifications for initiatives, persistent when
claiming the transfer of new competences to the supranational level, and
able to strategically raise citizens’ expectations of a somehow ‘Social
Europe’.
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Meanwhile, it is a truism among scholars of this specialized field that
European integration has begun a new chapter in the history of health and
social policy. The extent of the European Union’s penetration into the
national health policy arena has continually increased, while certainty, cal-
culability and the capacity to act seem to have decreased proportionally in
member states. The underlying assumption of this chapter is that the new
politics of European health policy integration have rather effectively and
sustainably changed the institutional and political environment in which
future national health politics will take place. Therefore, the first section
discusses the main aspects of health policy integration, its driving forces
and its political nature, and will provide a more systematic approach in
order to understand the various levels and actors of the new politics of
European health policy integration. The second section analyses the
impact of free movement and the internal market (SEM) competition
regime on national health policy and provision. The wider issues of this
perspective are discussed in the third section, which identifies six major
challenges confronting national health policy. The final section goes back
to the initial question. It concludes that the process of Europeanizing
health policy can be characterized as a discontinuous, incoherent, unsys-
tematic and sometimes fairly accidental one. However, the creeping Euro-
peanization and institutional harmonization of health policy has become a
self-dynamic, political (rather than simply technocratic) process that can
best be understood as an inspired muddling through.

The impact of European integration on health policy:
systematizing the jigsaw puzzle

One of the publications on the Europeanization of health policies starts
with an apparently surprising statement. In their book The Impact of EU
Law on Healthcare Systems, McKee, Mossialos and Baeten (2002: 13)
observe that in ‘a Europe that is becoming ever more integrated, the place
of healthcare in European law is increasingly unclear’. This statement is
surprising for two reasons.

Beyond the Treaty: the underestimated role of EU health policy

First, health policy is generally not considered as a policy area of the EU,
basically because there is no legal Union competence for it. Even though
the Treaty of 1957 included a chapter on social policy (Part I1I, Title III,
Chapter I) as well as one on the free movement of workers (Part II, Title
II1, Chapter I), national governments have jealously and successfully tried
to prevent the transfer of substantial health policy competences to the
supranational level. In fact, they still have great difficulty in accepting
health policy as a matter of concern to the Union. Consequently, direct
influence of the EU on national institutions (with the exception of
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cross-border social security rules; Art. 42 TEC') has been widely excluded
from the mandate of the Union. To date, the Treaties have been rather
modest on healthcare issues, formally conceding to member states exclus-
ive health policy rights. Regarding Art. 3 TEC, which raises health protec-
tion to the rank of a Community objective, the European Union certainly
has a policy mandate in contributing actively ‘to the attainment of a high
level of health protection’, including specific tasks formulated primarily in
Art. 152 TEC. The latter article encourages cooperation and coordination
between member states and between governments and the Community
(see also Art. 140 TEC). As a legal sedative for member states, the Treaty
concedes that ‘Community action in the field of public health shall fully
respect the responsibilities of the Member States for the organization and
delivery of health services and medical care’ (Art. 152 no. 5).> Following
prevailing interpretations of Art. 152 TEC (Wismar and Busse 1999; see
also Busse 2001), healthcare systems as such are not the objective of the
Union. Furthermore, despite the Treaty’s impressive rhetoric and the
Commission’s ambitious blueprints, the notion of EU social policy and
related areas of Community competence are still significantly limited. This
is because the strong pillars of ‘intergovernmentalism’ and ‘unanimity’ do
not allow social policy core areas really to catch up with economic integra-
tion. Decision-making in social policy remains highly political, as may be
seen from the Treaty of Nice (Art. 137, 1) which has extended qualified
majority voting with the exception of, inter alia, ‘social security and social
protection’. The latter are formally still well protected by unanimity (and
governments’ legitimate self-interests) in the Council. In these areas,
national policies are coordinated or standardized by agreements at the
European level, but ‘national governments remain in full control of the
decision process, none of them can be bound without its own consent’
(Scharpf 2000: 13). Apparently it is not only governments that want this.
The Union’s restricted role also seems to be in accordance with citizens’
expectations, particularly as regards health policy and social security.’
National sovereignty still seems to be intact in health politics and policies.
Formally speaking, health policy is a supranational non-topic, so there
seems to be much ado about nothing.

Second — and this makes the above-mentioned statement by McKee,
Mossialos and Baeten understandable — ‘Social Europe’ is continually
taking shape, even though it still has bewildering and confusing contours.
‘Social Europe’ is on its way, but, rather than driving on the main highway,
it is taking detours. However, the ‘spirit’ of European integration and
European union is not confined to the various solemn political addresses
made on the European stage. Regarding social policy, it is very often
marked by vagueness and empty clichés; this is particularly apparent in the
manner in which integration is going its own way. What is fuelling this
process? To a certain extent it is political ideas and ideals; to a greater
extent it is something else: it is the combination of extensive political
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leadership by the Commission, the (self-)interests of actors within institu-
tions at EU level and national/transnational interest groups, and the accu-
mulation of logical consistencies. In this respect, European health policy
integration is a process of path dependency without anybody knowing the
path. Moreover, health policy is an interesting example of a very success-
ful process of stepwise denationalization of a core public policy. It is there-
fore misleading to conclude from the legal absence of direct and
substantial EU competences that the extent of European integration’s
impact on member states’ health systems and health policies must be neg-
ligible. Health policy is a challenging example of how to make a formal
non-topic one of the Union’s major future policy fields — despite the
Treaty.

It is indisputable that for most of the Union’s history, the European
Community/European Union has necessarily concentrated on creating a
single market, perceiving social policy solely as market enabling and
market completing (‘politics for markets’; van Kersbergen 2000b: 27),
rather than defining it as an intrinsic element of the integration process
(‘politics against markets’; Esping-Andersen 1985). Furthermore, efforts
to adopt more elaborate European rules are politically impeded by an
assortment of substantial obstacles. Examples include the multiple institu-
tional veto powers and the strong and legitimate national self-interests
within the EU polity (Falkner 2000a, b; Scharpf 1997, 1999); the institu-
tional, structural, normative and cultural diversity and complexity of Euro-
pean welfare states; the embeddedness of social policy in national
historical, cultural and economic contexts, serving as a major source of
political legitimacy, support and popularity for governments (Tsoukalis
1997; van Kersbergen 2000a); the lack of legitimacy, acceptance and iden-
tification still felt by most EU citizens regarding ‘Brussels’ as a welfare
state agency; and, finally, the European Union’s very limited fiscal
resources, which do not allow it to take over substantial and powerful
welfare state functions (Sykes 1998; Leibfried and Pierson 2000; Trubek
and Mosher 2001). But though member states’ political actors officially
still claim to have full control and responsibility over their national socio-
political ‘closed shops’, they have realized that the relationship between
European integration and national health policy is more ambivalent, and
that the integration process already has a wide-ranging and considerable
impact on health systems. Governments’ sovereignty and autonomy con-
cerning social policy have been substantially affected and reduced, and the
Union uses its entire toolbox skilfully. Meanwhile, European and member
states’ social laws are increasingly interwoven, while supranational law
more and more is dominating national legal competences and authority.
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Pressures of integration, levels of action and modes of
governance: sorting out the impact

The ‘Europeanization’ of health policy is a complex phenomenon that
takes place on various levels, in different forms and with different effects.
In general, there are at least four major levels on which policy-making is
carried out within the EU:*

®  within the single member states, each with its own specific health policy
regimes, functional requirements, and political/cultural priorities to
which governments respond independently (national sovereignty);

e between the member states, strategically responding to or anticipating
the policy choices of other governments, but still adapting nationally
(mutual adjustment);

e Dbetween the member states and the EU within a more or less frag-
mented multi-level and multi-actor interaction system (intergovern-
mental negotiations);

e within the EU itself between its various institutions, on the basis of
genuine competences (supranational sovereignty).

These levels of action are also found in the framework of Leibfried and
Pierson (2000: 269), who identify three distinct ways or, rather, ideal types
through which European integration impinges on domestic welfare states:
‘positive’ pressures for integration, ‘negative’ pressures for integration and
the indirect pressures for integration. A fourth category should be added,
one that will become increasingly important in the future: the open method
of coordination (OMC), which functions through self-reflection and
collective control. By applying the classification of Leibfried and Pierson
and the fourth category to health policy, we can summarize the situation
as follows.

The first mode of Europeanization concerns the direct positive pressures
of integration resulting from political decision-making at supranational
level, mainly via regulatory policies. It refers to direct social policy initi-
atives of the Union which member states have to adopt and implement.
Even though at first glance these supranational initiatives have clear social
purposes explicitly designed to limit or correct market effects, the ratio-
nale for intervening in these areas is at least as much an economic one.
According to this ‘mechanism of Europeanisation by institutional com-
pliance’ (Knill and Lehmkuhl 2002: 258; original emphasis), ‘Member
States have only limited institutional discretion when deciding the specific
arrangements for compliance with European requirements’, since
‘community policies are explicitly directed at replacing existing domestic
regulatory arrangements’ (ibid.). Some of the ‘supranationalized’ social
policies, in the form of either regulations or directives, are anything but
substantial innovations created by ‘Brussels’. Yet sometimes European
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regulation goes beyond existing policies in member states and forces them
to implement higher social or consumer protection standards. The areas of
gender discrimination, health and safety at work, product safety policy,
and guidelines on parental leave or part-time work all provide examples.
Some of these European standards on social and employment rights have
been adopted through agreements reached in the ‘Social Dialogue’ of the
leading organizations of capital and labour (see Falkner 1998; Roberts and
Springer 2001). Additionally, the European Court of Justice (ECJ) plays
an important role in defining and developing uniform EU standards.
Although the European Union’s scope for positive initiatives is basically
restricted to specific policy areas, in healthcare the completion of the
internal market as well as the robust consumer protection — and public
health — mandate of the Commission have allowed for some important
Community regulations. The most visible examples concern the common
regulatory framework for medicinal products in the area of market entry,
marketing, and the free movement of pharmaceuticals within the single
market (see Feick 2002; Keck 1999); the certification and registration of
medical devices (Altenstetter 2002; see also Altenstetter, this book,
Chapter 3); and the mutual recognition of professional (medical) qualifica-
tions within the single market. In the past the European Union had
already developed a system of coordination of national social security
systems and health insurance coverage within the Community governed,
among others, by Council Regulations 1612/68, 1408/71, 574/72, 3095/95
and 118/97. These binding regulations have their roots in the initial need
to adopt social security measures in order to technically facilitate the
mobility of migrant workers and their families within the European Eco-
nomic Community (see Art. 42 TEC).> Even though, in general, this
system of coordination is underestimated in scientific studies of EU social
policy, one should bear in mind that for the first time this body of rules
specified the conditions under which entitlements that had matured in a
given national system could deliberately be exported or converted into the
system of another member state: “The regime made sure ... that the new
exit options opened by the common market were actually matched by cor-
responding entry opportunities’ (Ferrera 2003: 630). Council Regulation
1408/71 can without any doubt be judged a watershed not only in the rela-
tionship between the nation-state and its citizens (membership, portability
of entitlements, inclusion of non-nationals), but also in that between the
European Community and its member states, in that the Community
forced governments to institutionalize a higher ‘mobility compatibility’ of
their welfare regimes. Finally, without going into details here, it was espe-
cially the broad and vague area of public health, a cross-cutting issue, that
incrementally put health at the forefront of the European political agenda.
In the wake of new challenges and new concerns related to public health
and cross-border public health risks, the limited resources of the
Community in health policy (in Art. 129 of the 1993 Treaty of Maastricht)
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were expanded in the Treaties of Amsterdam and Nice (now renumbered
Art. 152) through the addition of several new provisions. With hindsight,
this expansion of powers and provisions has often been a crisis-driven and
inadvertent process of competence accumulation at Community level —
although it has been a process in which the Commission has demonstrated
creativity and considerable strategic abilities.

The second mode of Europeanization concerns the indirect pressures of
integration — that is, the implicit and functional spillover originating from
market-building and intergovernmental self-bindings and the responses of
national actors to these challenges. The (inherently political) pressures to
adjust domestically to the common market and to the explicit economic
self-bindings are a multi-dimensional and therefore complex phenomenon.
It is essentially the combination of the Economic and Monetary Union
(EMU), the 1996 Dublin Stability and Growth Pact, and internal market
competition that challenges political scientists because its potential eco-
nomic and political consequences are so diverse and difficult to measure.
The joint constraints produced by them are in general regarded as consid-
erable (see, for example, Jones 2003), leading to reductions in social
expenditure, the implementation of austerity measures, increasing social
inequalities across and within member states, and difficulties for national
governments to maintain country-specific levels of social protection. The
new economic and monetary framework places governments under pres-
sure to bring macro-economic policies in line with the — perceived or real —
functional demands of the euro zone. At the same time, it gives them an
external justification for doing so. Growing public budget deficits, espe-
cially those resulting from state subsidies to social security or from the
deficits of social security institutions, interfere with obligations derived
from the Maastricht criteria and the Stability and Growth Pact. In this
respect, European economic integration and monetary union have
deprived national policy-makers of many of the policy options that they
could and did employ in earlier decades in order to achieve and defend
full employment and high levels of social protection (Scharpf 2000: 23;
Wildasin 2002) — and in particular to manage the conflicting demands of
contending groups in the struggle for redistributive transfers. A further
crucial point is that, in the wake of enhanced intra-EU competition, high
taxes and, above all, high social security contributions are regarded as
weakening the economic and competitive position of states and firms
alike. The dynamics of regulatory competition within a liberalized market,
so this popular arguments goes (see Scharpf 1999), forces member states
into a downward spiral with regard to social standards and in order to
attract investment.

The challenging question is which domestic policies can actually be
attributed to the indirect impact of European integration and which
cannot. On a strategic level it might provide the legitimizing basis for
domestic policy change, by making the SEM and EMU the scapegoats for
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governments’ unpopular decisions in order to push domestically block-
aded reforms and to overcome deadlock. In some countries, European
integration, and especially meeting the EMU criteria, ‘was portrayed as a
force that imposes welfare cutbacks and restructuring, and was used as a
justification for social policy restructuring by domestic actors’ (Timonen
1999: 259f). This was the case in France, Italy and Austria. By contrast, in
other countries such as Finland or Germany, such adaptation pressures
played only a minor role in social policy reform debates. However, for
many reasons, welfare states — at least their overall institutional archi-
tecture — have proved to be fairly stable with regard to their respective
core principles and institutional arrangements. A race to the bottom and a
policy convergence towards retrenchment are far from becoming political
reality in Europe. But there is empirical evidence that the price for rela-
tive institutional stability might be new internal divisions, a larger
differentiation among transfer recipients, cost-shifting to economically
weak social groups, new risk privatizations, and a greater individualization
in most countries. It may therefore be that the EMU, which limits deficit
spending strategies and calls for sound public budgets, tends to lead to a
partial dismantling of the welfare state to the detriment of the poor. Never-
theless, challenged by economic globalization and internal pressures on
the one hand and the run-up to the EMU on the other, many European
countries successfully tried to find ways to achieve or maintain economic
competitiveness without abandoning the normative foundation of their
welfare states (see also Kittel 2002). In most member states, ‘the politics of
social policy centres on the renegotiating and restructuring of the terms of
the post-war social contract rather than its dismantling’ (Pierson 2001: 14;
see also Rhodes 2001: 171), not least via tripartite concertation and ‘social
pacts’ (see, for example, Ebbinghaus and Hassel 2000; Fajertag and Pochet
1997). At national level, most of these processes take place irrespective of
European integration effects, as a reaction to economic crises, public-
sector deficits, governance failures, and especially the inappropriateness
and dysfunctioning of ‘old’ social security institutions vis-a-vis persistent
‘new’ challenges. This is also true for health policy and health systems.

Kanavos and McKee (1998: 48f) argue that health systems in Europe
are facing considerable macro-economic constraints that

may impact on the ability of publicly funded health systems to keep
pace with rising healthcare costs in the near future. The need to meet
an ever-increasing demand for health services from a total pool of
resources which does not grow at the same time contributes to the
national economies’ budget deficits and indebtedness.

The ‘relative importance of health within the state budgets’, as Kanavos
and McKee (1998: 30) put it, has proportionally increased the temptation
to reduce public-sector deficits, mainly through various cost containment
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policies and, unfortunately, less often through intelligent policies that
could increase the efficiency and effectiveness of institutional arrange-
ments. Probably, cost containment policy has been or will become more
intensive in healthcare reforms than would have been the case in the
absence of EMU constraints. However, it is conceivable that most of the
health policy reforms would have emerged anyway, independently of EU
membership. European integration often further strengthens an already
existing initiative or consensus for reform. It is not necessarily the eco-
nomic and monetary self-bindings that force member states to recast the
welfare state; it is still a matter of political decisions.

The third mode of Europeanization consists of the negative integration
policies that, via the fundamental ‘four freedoms’ (freedom of movement
of persons, goods, services and capital) and the SEM competition law, can
be denoted as explicit spillover effects — that is, externalities associated
with economic integration. They directly have an ‘indirect’ impact on
member states’ systems and policies. Negative regulatory policies define
conditions for market access and market functioning, and aim at contain-
ing legal prohibitions against national regulations that otherwise might
function as obstacles and barriers to free movement, or as distortions of
competition between member states within the Community. The four free-
doms regime allows for cross-border market transactions irrespective of
domestic regulations, while the competition law, directed at private actors
and member states, likewise basically aims at liberalizing the single
market. Regarding this hierarchical mode of Europeanization (Scharpf
2000: 14f), European legislation or jurisdiction affects domestic arrange-
ments by altering the domestic rules of the game, and thus challenges
traditional institutional equilibria at the level of member states. However,
‘while European policies contribute to these potential challenges, they do
not prescribe any distinctive institutional model to be introduced at the
national level’ (Knill and Lehmkuhl 2002: 258). They define ‘negatively’
the circumstances under which national institutions and policies do not
correspond to the SEM regime. Analogous to the indirect pressures of
integration, these direct pressures of negative integration sometimes gen-
erate consequences that either have been unintentional or could not have
been foreseen.

There is yet another category, one that is fundamentally different from
the three previous ones. The fourth mode of Europeanization results from
the OMC® and could be understood as the institutionalization of self-
reflection and self-control. The OMC is again an indirect pressure of
integration which, once effectively institutionalized, will substantially alter
the political environment in which domestic social politics take place. The
OMC indicates once again that member states have increasingly become
part of complex, multiple and dense networks of interaction and coopera-
tion embedded in the grey area of European supranationality. As a com-
plement to the traditional Community regulation through legislation, new
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modes of soft policy coordination have gained salience in debates on
reforms of EU governance and in an increasing number of policy fields.
For example, the Prodi Commission launched the debate on the reform of
European governance with a White Paper on European Governance in
July 2001 (Commission 2001e: 21f). It outlined the OMC as ‘one specific
but representative component of new governance [which] contrasts most
clearly with old-style governance (regulatory, top-down, uniform), and it
best captures the promise and potential of new governance (procedural,
heterarchical, flexible)’ (Eberlein and Kerwer 2002: 1). The OMC can thus
be described as the ‘third way’ in EU governance, to be used when direct
harmonization would prove unworkable and the politics of mutual adjust-
ment via regulatory competition within the internal market would be too
risky (ibid.: 2). In contrast to the legal coordination of member states’
social security policies in the wake of workers’ mobility, the OMC is a
political form of coordination based on the concept of ‘management by
objectives’. Voluntariness and ‘“gentlemen’s agreements” instead of
directives’ (Begg and Berghman 2002: 191) are the price the Commission
has to pay in order to motivate member states to take part in these new
procedures. But the Commission is well aware of the fact that once the
OMC has proved to be an effective instrument, voluntariness will turn into
moral obligation. Non-participation, failure to implement the fixed guide-
lines in national action plans, and ignorance of the recommendations will
then have to be publicly justified in what may turn into an awkward situ-
ation for reluctant member states.

This new method can be seen as part of the Commission’s new and stra-
tegic experimentalism in social politics. The OMC has strengthened the
Commission’s position while smoothly coaxing national governments into
action — and into self-doubt. It involves member states in a complex pro-
cedure of external and self-evaluation in the wake of which strengths and
weaknesses ought to become transparent and comparable (monitoring,
benchmarking, peer-reviews, rankings, self-commitment, implementation
of best practices, etc.). Whatever the ‘qualitative’ effect of the OMC will
be, at this stage this new instrument, which bypasses European, national
and regional parliaments and allows for the building up of parallel quasi-
legislative structures, satisfies the strategic expectations of all the main
actors involved. Even though the Commission carefully avoids use of the
term ‘harmonization’, the OMC could be both an effective functional
equivalent for the lack of EU competences in social policy core areas, and
an effective catalyst for the smooth institutional harmonization of the
harder cores of national social security systems in the case of consensual
agreements. It consists of a complex procedure that originated in the
framework of the ‘European Employment Strategy’ (EES) (see, for
example, Bertozzi and Bonoli 2002; Goetschy 1999). Since the 2000 Euro-
pean Council in Lisbon, it has been extended stepwise from — inter alia —
social exclusion and pension policy to healthcare and health and safety
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at work. Furthermore, in its Communication on ‘streamlining open
coordination in the field of social protection’, the Commission (2003) out-
lined its ambitious project of integrating the current disparate actions and
various strands of work on social protection into a coherent framework
within the OMC.

The following section outlines the most spectacular area of the Euro-
peanization of health policy: the complex relationship between the
Community’s internal market imperatives and national health policy
regimes.

From closed shops to Europeanized healthcare systems?

Compared with other core areas of social security, and irrespective of the
heterogeneity of member states’ institutional arrangements, healthcare is
one of the most regulated policy fields in all EU countries. Traditionally it
has more ‘market traces’ (pharmaceuticals, remedies, medical equipment,
private suppliers, etc.) than other social policy fields. Since the European
Union systematically focuses on issues related to the functioning of the
single market, arguments that the liberal EU single market regime has
increasingly constrained governments’ social policy activities and limited
the sphere in which the nation-state primarily remains competent may be
supported by empirical evidence, especially in the healthcare sector. The
reasoning is that EU initiatives have made the ‘tidy separation between
market issues, belonging to the supranational sphere, and social issues,
belonging to the national spheres’ (Leibfried and Pierson 2000: 268), ficti-
tious and unsustainable.

The ‘four freedoms’ regime

To guarantee fundamental freedoms is ‘the condition sine qua non of the
economic integration of Europe’ (Fuchs 2002: 536; original emphasis).
Health policy is both a key policy field for enabling personal mobility and
a touchstone to verify the promises made by the Treaty. If the term ‘Euro-
pean citizenship’ is to have any real meaning, health policy is certainly one
of the essential considerations with regard to social rights and geographic
mobility. It was especially the delivery of health services and medical care
to patients that was previously thought to be largely unaffected by Euro-
pean integration politics. National governments were in no way prepared
for the ECJ rulings that have challenged them in the past decade. The
Court, which was the only actor able and authorized to take the politically
risky offensive, made it perfectly clear that market freedoms are basically
also applicable to those areas of public policy that most national govern-
ments have explicitly excluded from the market and from the Treaty. In
addition to the fact that the ECJ triggered a political earthquake among
national health authorities, it is amazing how a few — albeit famous — ECJ
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decisions swept away both traditional social policy beliefs of political
actors and restrictive legal regulations of member states. It is no longer
possible to ignore the fact that healthcare is an essential part of SEM and
that the influence of the ‘four fundamental freedoms’ is especially signific-
ant: the freedom of movement for persons (labour market for profession-
als; mutual automatic recognition of national qualifications and diplomas,
especially in the health professions; Union-wide access of EU citizens to
medical care), goods (the market for pharmaceutical products and medical
technology) and services (cross-border delivery of services and the choices
available to patients; freedom of establishment). Several ECJ decisions
have pointed the way ahead for healthcare systems and future health
policy:’

e In Molenaar (C-160/96) the Court ruled against hindrances to export-
ing and consuming German care-insurance cash benefits out of state
(free movement of persons).

e In Kohll (C-158/96) the Court ruled against hindrances to obtaining
dental care out of state (free movement of services).

e In Decker (C-120/95) the Court ruled against hindrances to obtaining
spectacles on a prescription out of state (free movement of goods).

e In Vanbraekel (C-368/98) and Geraets-Smits/Peerbooms (C-157/99)
the Court decided to rule against hindrances to out-of-state medical
services, including hospital treatment. In principle, patients are now
allowed to receive out- and in-patient treatment in other member
states; normal and necessary treatment can only be refused on the
basis of specifically defined objectives and non-discriminatory criteria.®

e In Miiller-Fauré/van Riet (C-385/99) the Court stated that the principle
of prior national authorization is basically not in accordance with the
unrestricted freedom of services within the European Union. Con-
sequently, the Court ruled that insured persons are basically entitled
to receive ambulatory (non-hospital) treatment wherever and when-
ever they wish (being reimbursed within the limits of the cover pro-
vided by the health insurance scheme of the member state of
affiliation).

e In loannidis (C-326/00) the Court clarified the entitlements of pen-
sioners during a stay in another member state for a limited period:
pensioners are allowed to claim medical treatment even in cases of
chronic disease — again without prior authorization.

These Court decisions, particularly those on patient mobility, which were a
step forward in the rights of European citizens (wider choice), set in
motion a dynamic that governments and health policy actors cannot
escape and with which they have to grapple. These ECJ rulings were
internal market rulings and by no means health or social policy rulings,
though they made Art. 152 (5) TEC largely redundant. Since these rulings,
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Community involvement has moved beyond the traditional limits of the
EU public health and social security coordination mandate. The ECJ did
not interpret the fundamental freedoms extensively; rather, it interpreted
them systematically, even though an interpretation more welcome to
member states would undoubtedly have been possible. The ECJ made it
clear to member state governments that it would be paradoxical to assume
that full economic union could be created without further consequences
being accepted. The ECJ explicitly stated that in- and out-patient care are
services within the meaning of the Treaty — that is, by no means different
from pure economic services even though, in national contexts, social ser-
vices in general are usually part of public services which are regulated by
social law. To be more precise, even though the Court variously confirmed
member states’ ability and responsibility to freely organize their health-
care systems, it recalled at the same time that whatever member state gov-
ernments do, they have to comply with Community law. This is not a
paradox but the logical consequence of the Treaty’s political imprecision
and legal uncertainty concerning social policy. The Kohll and Decker
decisions (1998) have been a nightmare for national health authorities. To
them, and especially to the German government, which had explicitly
agreed during the Maastricht negotiations to a deepening of the social
dimension, ‘these rulings represented an attack on their right to organize
their health and social security systems in their own way under
subsidiarity’ (Commission 2001c: 11; original emphasis).

As Wismar (2001: 6) stresses, EU citizens are now entitled to ‘travel
intentionally to receive medical goods and services’ (my emphasis). The
patient’s freedom goes far beyond the traditional ‘E111 procedure’: citizens
are legally allowed to leave the exclusive institutional arrangements of their
home welfare states in which they are embedded by social law. In this
respect, one can observe the introduction of a new linkage between cit-
izenship and social benefits on a larger (i.e. Community) level and across
member states’ borders. European legislation and jurisdiction have started
spectacularly to break the tight social-law bonds that tie citizens to their
country. Although EU citizenship is still a nebulous concept, it closely con-
nects social rights and market freedoms. It thus constantly weakens — irre-
spective of Art. 18 III TEC — the normative basic assumptions of national
social policy. What, however, in neo-functional terms seems to be an
unspectacular, mere technical and functionally unavoidable spillover
emerges as a highly political issue touching a sore spot in member states’
self-perception: via the ‘four freedom’ regime, the European Union can, as
Ferrera (2003: 640) notes, ‘legitimately encroach into national social citi-
zenships’. This constitutes without any doubt a soft revolution in the history
of social policy: according to the famous sequence of Marshall (1950), the
Union is incrementally constructing a supranational social citizenship.

Three major consequences are evident. The Court rulings imply a
significant loss of member states’ sovereignty in the key policy area of
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social security, and considerably weaken territorial and — which is crucial
for social policy — nationality principles in healthcare. When one considers
the consequences, a number of key implications emerge from the ‘mobility
judiciary’ and the Council Regulations on coordinating social security
systems:’

e Declining control over external boundaries: member states’ healthcare
systems are systematically separated from former congruency with
national state borders, and are gradually shifting towards a Euro-
peanized, ‘borderless’ and virtual healthcare market (free access and
mobility of patients and professionals, regulations on medical goods,
competition among providers, etc.).

e Declining control over beneficiaries: member states may no longer
restrict welfare state access to their own citizens and may no longer
limit most social benefits solely to their citizens. Benefits must be
granted to all or withheld from all (equality of treatment between
nationals and non-nationals).

e Declining control over consumption: member states may no longer
insist that their benefits apply only to their territory and must there-
fore be consumed only there (export of benefits). Member states can
in fact exercise their power to determine the territory of consumption
(and to set the requirements non-nationals have to meet for having
access) only when providing universal means-tested benefits. Addi-
tionally, member states can no longer prevent their (insured) citizens
from consuming services of other EU systems, which they have to
reimburse.

e Declining control over administrative case adjudication: member states
have to accept that the beneficiary status (e.g. the status of being ill
and thus entitled to treatment or sick pay) is determined by the ‘agen-
cies’ of other member states.

e Declining control over market access of foreign providers: profession-
als such as doctors, dentists, nurses and pharmacists have free access
to member states’ labour markets and contractual systems (based on a
set of specific directives and domestic legislation); health service
providers are basically allowed to offer their services in other member
states without being arbitrarily discriminated against in favour of
national providers (freedom of services, free establishment, non-
discrimination).

While member states were willing in the past to accept Community leg-
islation confined to health services ‘input’ (such as pharmaceuticals and
medical devices), they now have to accept that Art. 152 (5) TEC, which
explicitly rules out Community involvement in member states’ health
systems, is a fairly ‘blunt’ instrument (comparable, in fact, to the whole
doctrine of ‘subsidiarity’). This article seems to be one of the most ambivalent
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ones of the Treaty since there are many ways of bypassing it, especially in
combination with the European competition regime.

The European competition regime

While the financial, structural and practical consequences of the SEM
‘four freedoms’ are undoubtedly significant — but still seem to be in inverse
proportion to the ‘crisis scenarios’ in national health policy debates — the
effects of the single market competition regime remain an underestimated
dimension. In a ruling of 1977 (C-13/77), the ECJ declared that ‘any abuse
of a dominant position within the market is prohibited ... even if such
abuse is encouraged by a national legislative provision’. More specifically:
‘in case of public undertaking and undertakings to which Member States
grant special or exclusive rights, Member States shall neither enact nor
maintain in force any measure contrary inter alia to the rules provided for
in Articles 85 to 94’ (i.e. the articles on the EU competition regime, now
renumbered). In the event of incompatibility, EU competition law might
effectively pressurize member states’ institutional, regulatory and norm-
ative frameworks. Meanwhile, the rules of the game are slowly becoming
clearer.

Article 81 TEC prohibits all agreements between undertakings,
decisions by associations of undertakings and concerted practices that may
negatively affect trade between member states. Analogously, Art. 82 TEC
prohibits any abuse of a dominant position within the common market or
in a substantial part of it as being incompatible with the common market.
Very logically in its jurisdiction, the ECJ clearly holds that ‘according to
settled case-law, an undertaking which has a legal monopoly in a substan-
tial part of the common market may be regarded as occupying a dominant
position within the meaning of Article 82 of the Treaty’ (C-219/97, para-
graph 81; C-41/90, paragraph 29). While the articles concerning the ‘ban
on cartels’ and the ‘abuse of a dominant market position’ refer to under-
takings in general (but do not define what an ‘undertaking’ is or is not),
Art. 86 (1) TEC directly targets national governments. In the case of
public undertakings or undertakings to which member states grant special
or exclusive rights, governments are prohibited from enacting or maintain-
ing in force any measure contrary to the Union’s competition regime.
Finally, Art. 87 (1) TEC prohibits all kinds of direct or indirect financial
support or allocation of funds by the state that distort or threaten to
distort competition by favouring certain undertakings or the production of
certain goods. Against this background, European competition law distin-
guishes between (i) the function of an organization, and (ii) its real activity
on a specific market.

(i) Public health insurance funds seem to have a problematical ‘double
nature’ in the sense that they are both service suppliers and service
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demanders in the private healthcare market. Health provision is based on
a twofold public law relationship: between insurance funds and insured
on the one hand, and between insurance funds and the state on the other.
They operate in a regulated market based on contracts and relations with
third-party providers. Although these two roles cannot be separated (they
are complementary), it would be realistic to argue that public health
insurance funds, from a functional perspective, are undertakings in the
sense of the Treaty. The Court has held that in the context of competition
law, every activity consisting of offering goods and services on a given
market is an economic activity (see, for example, C-118/85). Whenever an
entity acts economically it is legally treated as an undertaking, regardless
of its legal status or the way in which it is financed or the profit/non-profit
issue (see C-41/90, C-160/91 and others). The basic question in fact is
whether or to what extent public health insurance funds really are
economic entities.

EC]J case law provides clear lines of argument suggesting that offering
social protection via social insurance is basically not an economic activity.
National legislation attributing an exclusive and dominant position to
organizations acting as suppliers of the specific public good ‘healthcare
provision’ within a statutory social security system is — when these organi-
zations fulfil a clear social function — in accordance with EU law. The
Court explained in three of its decisions — Poucet/Pistre (C-159/91 and
160/91) and Garcia (C-238/94) — that one cannot assume an economic
activity if the overall aim of a social security system can only be achieved
by applying the solidarity principle. Referring to the Treaty, the Court
stated that

the concept of an undertaking ... does not include organizations
involved in the management of the public social security system, which
fulfil an exclusively social function and perform an activity based on
the principle of national solidarity which is entirely non-profit-making.

(C-159/91 and C-160/91)

More explicitly, according to a judgment of 2000, the Treaty’s concept of
economic undertakings does ‘not include bodies entrusted with the man-
agement of certain compulsory social security schemes, based on the prin-
ciple of solidarity’ (C-180/98 to C-184/98; paragraph 109). A social
insurance institution therefore does not act economically when it exclus-
ively pursues social objectives, and in doing so differs substantially from
one offering private insurance.

Finally, in its judgment regarding the Italian National Institute for
Insurance (C-218/00; see also C-41/90 and C-244/94), the ECJ took a
further step towards clarifying the fragile border between an organization
that has to be treated as an economic undertaking, according to/in the
sense of the Treaty, and an organization entrusted by law with the
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fulfilment of a social function. A list of elements making a substantial dif-
ference can be drawn up:

e delegation by law of a task of general interest;
non-profit-making status of social policy institutions;
the state as overall (legitimizing and financial) guarantor of the
scheme;
e compulsory affiliation necessary to fulfil its social function and
purpose;
social protection for nearly all workers or citizens;
amount of contributions approved by the state;
clear social objectives and clear elements of solidarity;
contribution rate not systematically proportionate to the risk insured;
contributions calculated according to the insured persons’ income;
benefits laid down by law and not dependent on the individual contri-
butions (absence of a direct link between contributions paid and bene-
fits granted);
e granting of exemption from payment of contributions for specific
social reasons;
e compensation for financial risk among public insurance bodies.

From these elements, one can conclude, at least on a general level, that the
likelihood is increasing that the European competition regime will have to
be taken into account whenever the following conditions are fulfilled:

e Public social security institutions are substantially shorn of their
redistributive elements (less solidarity, equity and equality).

e Governments extend private insurance analogies (less income protec-
tion).

e Competition for insured persons among public funds and between
public and private funds increases (less compulsory affiliation; more
risk selection).

e  Specific tasks or activities can also be produced in the private market,
and not exclusively via specific public agencies, without socially disad-
vantaging the beneficiaries.

Even though the overall tendency is clear, the basic message of the Court
is still that ‘the social aim of an insurance scheme is not in itself sufficient
to preclude the activity ... from being classified as an economic activity’
(C-218/00). That is the starting point of the more complex following issue.

(i) The Court made it perfectly clear that it is wrong to argue that the
activities of (public) social policy institutions do not fall within the scope of
the competition rules simply because they are carried out by public under-
takings granted special rights by the state and fulfilling a social function
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(see C 123/83; C-41/90; C-35/96; C-180/94 to C-184/98). Thus, looking at
the demand side, the question again is: can public health insurance funds
be judged as economic entities when they act as ‘service enterprises’ in the
highly regulated market organizing health provision? If so, many core
steering instruments in many healthcare systems would have to be altered
because they privilege specific actors, produce exclusive effects, explicitly
limit or exclude competition, and restrict access to the healthcare market.
The simple answer is: it depends. The application of the ban on cartels and
the abuse of a dominant market position cannot be judged on a general
level but has to be investigated in each and every case.

While the ECJ and European Commission primarily focus on the eco-
nomic context and the sometimes complex underlying economic rationale,
Articles 16 and 86 (2) TEC open up a ‘back door’ for political decisions —
that is, these articles have a more programmatic character and require a
political assessment. These articles explicitly aim at protecting areas or
practices from the European antitrust law. If the EU competition regime is
to be constrained for political reasons, these articles are the normative
basis for resolving the tension between a high degree of market liberaliza-
tion and integration on the one hand, and the institutional organization of
non-market activity via public agencies or undertakings that enjoy exclus-
ive rights, on the other. The coverage and interpretation of Art. 86 (2)
TEC and the limits it imposes on Art. 82 TEC have recently been
widened. In 1999 and 2000 the ECJ passed important judgments on the
relationship between EU competition/cartel law and specific social secur-
ity institutions in the Netherlands.' On the occasion of these decisions, the
ECJ continued its efforts to specify the function and role of public under-
takings and undertakings to which member states may grant special or
exclusive rights because they are entrusted with the management of ser-
vices of general economic or social interest. The Court came to the conclu-
sion that the restrictions on competition on account of a dominant position
and exclusive rights granted by the state can be in accordance with EU
competition law. It once again underlined the importance of Art. 86 (2)
TEC in the sense that undertakings entrusted with the operation of ser-
vices of general interest are subject to the rules on competition ‘only in so
far as the application of such rules does not obstruct the performance, in
law or in fact, of the particular task(s) assigned to them’ (C-219/97; see
also C-41/90 and C-155/73). In this respect, the ECJ variously outlined the
legitimate interests of member states in using certain undertakings, in
particular in the public sector, as an instrument of economic, fiscal or
social policy. In addition to that, the ECJ clarified in Case C-359/95 that
Articles 81 and 82 TEC apply only to anti-competitive conduct engaged in
by undertakings on their own initiative. In fact, public sickness funds in
most countries are forced to comply with public law while carrying out an
essential public policy. They act in place of the state as indirect public
administration bodies and — according to the ECJ ruling in Poucet/Pistre
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(C-159/91 and C-160/91) — are obliged to comply with the law and the
political obligations and constraints imposed on them. It is the state that
delegates legal competences and duties to public bodies, which act as
quasi-state, norm-fulfilling and norm-implementing agencies within the
jurisdiction of the state. Their decisions are considered to be functionally
equivalent to state decisions. It is thus plausible to argue that most
member states’ public health insurance funds act neither autonomously
nor economically according to Art. 81 TEC.

National policy choices: between formal sovereignty and the
single market

In coming years, European integration — other things being equal (that is,
given that national governments are neither willing nor able to change EU
law fundamentally'') — will lead to a regulatory dichotomy and differenti-
ation in the regulation of healthcare. While the national level is basically
responsible for, and free to regulate, healthcare protection (i.e. to decide
on eligibility criteria, entitlements to benefits, access to benefits, the cata-
logue of benefits, and organization of the demand side), coverage (per-
sonal scope; right or duty to be insured) and funding (income
redistribution, financing) within the country and through its own legisla-
tion,'”” EU competition law will increase its impact mainly on the ‘produc-
tion of health’ — that is, on domestic supply and delivery structures of
health services and respective institutional frameworks. This will entail a
situation in which providers and patients circumvent the state, and govern-
ments have a limited capacity to control the allocation of resources and
exclusively to determine the healthcare coverage of their citizens. Addi-
tionally, governments are challenged both by a continuing qualitative
increase in EU citizens’ social rights and by the establishment of a Euro-
pean healthcare market that is increasingly governed by EU competition
law but at the same time re-regulated and tamed, especially by the Com-
mission’s initiatives. Furthermore, we should expect to observe fierce con-
flicts about the wuncertain and contentious borderline between
supranational and national law. EU institutions, national governments and
interest groups are struggling for competences and influence, and trying to
define their claims. In doubtful cases, it is the ECJ that controls the border
and therefore the market.

An important aspect of European market integration is that govern-
ments have slowly become aware of potential incompatibilities between
national and supranational legislation. Mossialos et al. (2001: 5f) correctly
point out that ‘it is easy to see how poorly considered healthcare reforms
... might render organizations unexpectedly subject to competition law’.
Meanwhile, however, governments perceive that it is especially the ‘low
politics’ — that is, the ‘quiet accumulation of EU constraints on social
policy connected with market integration’ (Leibfried and Pierson 2000:
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276) — that has profoundly challenged their sovereignty and regulatory
capacities. But three facts need to be kept in mind. First, regulatory capac-
ities of national governments have not been abolished; they have changed.
Second, European integration does not simply restrict national policy
choices; it simultaneously enhances strategic health policy options of gov-
ernments and private actors. Third, there is undoubtedly no general pres-
sure to liberalize or privatize institutional healthcare arrangements, even
though one can observe a strong tendency to adjust to greater market con-
formity in certain sectors, and even though competition has become a
rationale of the emerging European healthcare market. A fourth finding is
that the nation-state is to a large extent deprived of the capacity to restrict
the operations of market providers (Hagen 1999) and sometimes even to
protect public service monopolies — for solely socio-political reasons. 1t
may also be that European integration will broaden the concept of public
social policy to a larger public—private mix, separating traditional
redistributive issues (state) from those perceived as ‘competitive’ accord-
ing to the European market regime (private). A new welfare pluralism is
emerging, but in these processes national governments are in no way
forced into the role of a spectator. Yet whatever they do, they have to
respect the Commission’s and the ECJ’s holy cows: the fundamental prin-
ciples of non-discrimination on grounds of nationality and the right to free
movement and open competition across borders. A final conclusion is that
processes of ‘privatization’ and sometimes of deregulation are also
processes of denationalization, shifting regulatory social policy compe-
tences to other than national levels. Conversely, there are empirical
examples that ‘nationalization’ prevents supranationalization and protects
specific normative aims. There are many roads on which the European
Union can drive within the member states, but sometimes member states
are still able to stop the Union by putting the traffic lights on red.

The ‘four freedoms’ regime and European competition law are cer-
tainly only the spectacular tip of the iceberg. In order to offer a more com-
prehensive insight into the ‘push factors’ that put a Europeanizing
pressure on health policy, the following section discusses the most import-
ant aspects.

European dynamics: governments caught in the maelstrom
of integration politics

Health policy is characterized by the fact that ‘there is no clear dividing
line between country and European arena’ (Kenneth 2001: 31). It is a
policy domain where ‘neither the country arena nor the EU arena seems
to have the capabilities to deliver coherent and consistent policy
outcomes. ... Policy responsibilities ... are not neatly divided between
country and European arena, but rather they waver between the two’
(Wallace 2000: 43). Meanwhile, one can nevertheless outline the contours
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of what might be the health policy dimension of European integration, and
identify some of the driving forces that are smoothly Europeanizing health
policy. The European Union is not taking the national ‘welfare fortresses’
by storm. Rather, it is an incremental process of Europeanizing the polit-
ical, institutional and ideological framework of member states’ health pol-
icies and health systems that is under way. In fact, national healthcare
systems face a set of seven European challenges, with very varied impacts.

(i) The social policy and public health programmes of the Commission,"
which set out long-term agendas listing explicit social policy objectives,
targets, and procedures. The European Union has — especially since 1999 —
strategically promoted a new dialogue on health issues. The various pro-
posals and papers of the Commission, but especially the ‘Programme of
Community action in the field of public health’ (2001-2006) and the new
programme (2003-2008), which replace the fragmented eight European
health action programmes within the framework put in place in 1993 with
the Treaty of Maastricht, explicitly seek to work towards coordination and
common European policies.

(i) A simultaneously growing healthcare ‘epistemic community’ (Haas
1992) or, in a more exclusive sense, ‘policy community’ (Jordan 1990) of
experts at European level is established and operating. These communities
are composed of specialists who share an active interest in a given policy
area, a sense of being on a mission, and an esprit de corps. Initiated by the
Commission and working in close collaboration with it, these experts are
becoming more and more influential in debates on healthcare develop-
ments in the European Union. The result is an indirect intellectual pres-
sure on member states’ health policy choices, through the inclusion of
experts and the accumulation of comparative expertise. These epistemic
communities construct and diffuse a common perception of problems and
solutions. They ‘organize a cognitive and normative harmonization of
social security reforms in Europe’ (Palier 2000: 9). This collection,
exchange and diffusion of knowledge and ideas is comparable to the work
of the OECD and the WHO and will have an increasing impact on
domestic reform discourses, especially in combination with the OMC.

(iii) The Commission and the ECJ constitute two important players on the
healthcare agenda, both brought in by the lack of consensus among
member states, their political inaction at government level, a clear tend-
ency among governments to ignore the effects, whether intended or not, of
the single market, and the imprecision of the Treaty concerning the
healthcare sector’s activities. The ECJ, which has become an ersatz legisla-
tor and therefore a key player in health politics, has been put in the posi-
tion of ‘de facto making health policy by defining the influence of EU
regulations on healthcare’ (Commission 2001c: 23; see also Sieveking
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1997), and by developing a path dependency which is sometimes at odds
with that of the member states. Systematically interpreting the overriding
market-oriented philosophy of the Treaties, ‘the ECJ has gone way
beyond what we are generally used to, even from activist supreme Courts
in federal systems’ (V. A. Schmidt 1997: 133), although an analogy
between the ECJ and the US or German Supreme Court is ‘highly imper-
fect’ (Kleinman 2002: 123), as these institutions function in fully demo-
cratic political systems. At the same time, the Commission, a ‘policy
entrepreneur’ (see, for example, Cram 1993, 1994) par excellence, has rung
in a new round in harmonizing member states’ health policies and in
redefining responsibilities. Health policy is a striking example for demon-
strating how the Commission has become a master in intelligent ‘soft gov-
ernance’. Via different routes, it strategically coaxes member states into
action, making extensive use of its genuine agenda-setting powers. The
OMC is by no means the only illustration of the fact that the Commission
has become ‘subtly activist’ (Wendon 1998) and a ‘purposeful opportunist’
(Cram 1993: 143) — that is, an institution which has a notion of its overall
objectives and aims but is quite flexible about the way it achieves them.
Additionally, as S. K. Schmidt (2000) exemplifies in other policy fields but
as is also true for health policy, it makes strategic use of the ECJ and its
decision competences for its own ends and in order to put pressure on the
Council and national governments

(iv) The increasing mobility of health professionals, health services and
patients has had and will have major repercussions on national systems,
their ‘permeability’ and traditional steering instruments because of the
impact of Europe-wide competition among providers, the free flow of
goods and services, and EU citizens’ right of access to healthcare irrespec-
tive of national borders. A complex problem will be to bring the following
—de facto and de jure — into line with the new European healthcare market
requirements: domestic capacity planning policies (hospital planning,
restrictions on approval for doctors or dentists to practise, etc.) that have a
restricting, excluding and privileging effect and thus serve as barriers to
market entry in favour of insiders and expenditure control; and explicit
cost containment policies (such as the setting of global expenditure ceilings
or sectoral budgets for providers; restrictive and selective contracting; con-
cepts regarding managed care; positive lists for drugs; and reductions in
the supply of medical care, like waiting list or rationing policies). These
national measures often have an excluding and privileging effect and thus
serve as barriers to market entry in favour of insiders as well as barriers to
expenditure control on purely national scales. Member governments, for
example, fear that these measures can be bypassed by using foreign ser-
vices. Though patient mobility is still fairly low outside, within border
regions restrictions on the supply of healthcare and health services (for
financial or other reasons) can be thwarted by access to supply (providers)
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abroad which, unlike domestic providers, governments cannot effectively
control (in terms of costs, quality, efficiency, etc.). It is above all the indi-
vidual right of patients, as citizens and consumers, to quasi-unconditional
access to healthcare abroad that constitutes the new challenge to member
states’ systems. In this respect, European citizens have carefully started to
compare healthcare and healthcare systems and to demand equal treat-
ment and protection. Differences in health status, health outcomes and
even in financial burdens for equal or similar treatment will increasingly
become an important topic on the national and European agendas, and
will at the same time trigger new processes of non-institutional harmon-
ization (benefits, prices, etc.) geared at effective outcomes, via policy
learning and policy transfers.

(v) This is most important with regard to the open method of coordination.
By its very nature, the OMC aims at converging by naming and shaming:
the shadow of hierarchy, effective in terms of sanctions, has been replaced
by ‘the shadow of mutual control’, resulting from group pressure which
might serve as an antidote against the pursuit of mere symbolic politics.
There is reason to assume that in the medium term the OMC will turn into
the old Community method in disguise — that is, into an expertocratic top-
down instrument with a quasi-deliberative embellishment. Furthermore, it
is not unrealistic to argue that the OMC is a strategically and politically
necessary intermediate step from nationally rooted policy-making towards
more collective regimes. Its purpose is, as Hodson and Maher (2001)
argue, to be a smooth and unsuspicious transitional mechanism serving to
reconfigure the boundaries of competence between member states and the
Union. Following this line of argument, the OMC probably is, as Eberlein
and Kerwer (2002: 11) point out, ‘a prelude to regulatory harmonization’,
leading, eventually, to a ‘hidden Europeanization’ (Behning and Feigl-
Heihs 2001: 474) of welfare state core areas: starting with benchmarks of
EU quality for health goods and/or services and going on to define levels
of protection, minimum standards of care provision and optimal ways of
financing, and of achieving sustainability and equality. However, in health
policy the OMC is still in the preparatory stage, and current politics are
still far from this scenario. Given the institutional and policy differences
between employment and pension policy on the one hand and healthcare
on the other, it is not surprising that the application of the OMC to health-
care is still contentious. Nevertheless, the first steps towards the applica-
tion of the OMC have already been taken. Following the explicit mandate
of the European Council of Gothenburg in 2001, which called for the
‘modernization’ of social protection systems in the European Union, the
Commission presented a first report on new orientations in the area of
healthcare and care for the elderly in December 2001 (Commission
2001a). In order to find new responses to challenging problems encoun-
tered all over Europe, the Commission was assigned the task, at the 2002
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European Council meeting in Barcelona, of discussing and examining
aspects of cross-border healthcare and service arrangements, and ques-
tions of ‘access’ (guarantee of general access to health provision), ‘quality’
(guarantee of a high quality of provision) and the ‘financial stability’
(guarantee of long-term financial sustainability of healthcare systems) of
member states’ healthcare systems on the basis of performance indicators
and benchmarking. Given the sensitivity of healthcare, most member
states’ health authorities still resist attempts to evaluate and rate their
systems, to improve transparency and to make them comparable, and are
afraid of coming off badly: ‘member states do not want to be given grades.
They do not agree on qualitative and quantitative indicators because their
results might be used against them’ (Stein 2003: 24). Similarly, interest
groups in health systems often perceive the OMC as a threat to their own
role and privileges. Against this background, it remains an open question
whether the OMC will effectively facilitate convergence in health policies
along the Commission’s lines of argument.

(vi) In combination with the ‘four freedoms’ regulation, the European
competition regime tackles member states’ capacity to regulate, organize
and finance their healthcare systems. At this level, it is the ECJ in particu-
lar that is ‘in the driving seat on health policy’ (Wismar 2001). For patients
and professionals, the ECJ is a veritable source of hope, while for member
state governments it is a daunting antagonist. The paradox is clear:
national governments still play first fiddle in the European orchestra, but
whatever they do, they have to take into consideration the fact that social
policy has become rather vulnerable to EU market principles. The point is
that differences make a difference. Whether or not the European competi-
tion regime may alter the regulatory structure of healthcare systems
depends upon the specific features and institutional configurations of each
and every system. It is thus still national policy choices that open the door
for European single market law: the more national policies shift from
(re)distributive to regulatory, the more public insurance systems are sepa-
rated from income redistribution, the more health policy reforms adopt
market mechanisms or market analogies, the more they remove social pro-
tection elements through private insurance analogies, the more member
states’ health systems become exposed to the Union’s competition rules,
and the more the European Union becomes involved in replacing or
changing public-sector regulation. The interdependences between EU
competition law and national health politics can be described as a game of
chess: national governments are still able to move the main pieces and to
move them wherever they want, but the SEM legislation has redefined the
chequered board.

(vii) The impacts of European Economic and Monetary Union are usually
stressed by those who use and abuse ‘Brussels’ in domestic political
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conflicts. However, for political scientists it is empirical scrupulousness
rather than theoretical plausibility that is at play in ascertaining which
policy developments can reasonably be attributed to the internal market
and monetary union, and in distinguishing them from those policies for
which the supranational level is not causally responsible. EMU and SEM
alone do not seem to challenge European welfare states to an extent that
might endanger their normative and institutional substance. Yet the
implications of the Economic and Monetary Union might be more crucial for
specific countries such as Germany. Given the heavily indebted national
and social security budgets and the relatively high social security contribu-
tion rates, German governments — as if in a reflex reaction — set the (still
generous) social security insurance provisions in their sights when they
debated how to cut benefits, reduce entitlements and privatize risks. Even
though social policy retrenchment has been fairly smooth to date, there is
some reason to expect that current EU initiatives to make Germany con-
solidate its public budgets might have a more substantial impact on the
statutory health insurance, which accounts for a part of the German
budget deficit. In its ‘2002 Broad Economic Policy Guidelines’, the Com-
mission called on the German government to meet its obligations to
respect the Treaty’s criterion of keeping the general budget deficit below 3
per cent of GDP, and to implement ‘the necessary reform of the health-
care system in order to reduce expenditure pressures’ (Commission 2002a:
32). Since that time, health authorities have become more and more aware
of the fact that the pressure to reduce deficits is real and inescapable, and
that the costs of statutory health insurance is part of the public deficit.

Health policy stumbling towards Europeanization

Even though European healthcare systems still appear to be national, with
member states formally still their guardians, European integration has
steadily reduced the policy margin member states have in autonomously
regulating healthcare. The painful experience that member governments
have had in health policy has been the realization that the field of applica-
tion of Community law is larger than the competences of the Community.
Although health policy is widely seen as an area with firm member state
control and a minimal EU role, there is clear evidence of the growing
significance of European policy, the influence of actors other than member
states, the increasing constraints on member state initiatives, and a new
sharing of competences and joining of responsibilities between member
state and European level. There is evidence that EU level and member
states are, slowly but surely, on the way to becoming a more systematic
and reflected institutional compound of health policy. The term ‘com-
pound’ is used here to stress both the new quality of European health
policy and the dispersion of competences between member states and
Community institutions within a new entity formed by conjoining various
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parts, institutions and competences. While the EU level increasingly pro-
vides the ‘software’ of future European welfare statehood — that is, defin-
ing the (normative) principles governing future developments (such as
non-discrimination on grounds of nationality, or definition of uniform
social rights that guarantee new entry — and exit — options), and regulating
the very essentials of European integration (cross-border mobility and
economic transactions; competition, and restrictions on competition,
within the internal market; transparency; uniform product standards and
mutual recognition; and the like) — member states are providing the ‘hard-
ware’. It is the member states that are and will in years to come remain
responsible for organizing, funding and regulating the demand side of
healthcare, for ensuring citizens’ access to adequate provision, and for
implementing (and thus bearing the cost of) EU policies. Against this
background, the notion of a dichotomy of national and European level is
misleading and an obstacle to perceiving the two levels as part of a new
whole. In this perspective, ‘the happy, post-war marriage between the
nation-state and the welfare state’ (Hagen 1999: 661) is not simply coming
to an end; rather, we are witnessing the amalgamation of the national and
the European levels into a new compound European healthcare state.

In this context, it is fruitful to apply the concept of ‘single social areas’,
which Threlfall (2003) introduces to identify areas where boundaries
between member states have fallen to the extent that citizens can
experience the European Union as if it were a single country — as in
healthcare. In this ‘single healthcare area’, national (welfare state) fron-
tiers are increasingly becoming (legally) insignificant for national citizens
and making way to new European social citizenship boundaries. Regard-
ing medical treatment, patients have the opportunity to experience
Europe as if it were one country; it has become one ‘Europe of Patients’
(DGV 1999: 1) or, more emphatically, one ‘Europe of Health’* — although
one created mainly via case law, not politically.

Leibfried and Pierson (2000: 267) therefore appear to be right when
claiming that Europeanizing healthcare policy is a process that is ‘largely
law- and Court-driven, marked by policy immobilism at the centre and by
negative market integration’. But this is only half the story, since this argu-
mentation seriously underestimates the role of the Commission as an
increasingly political actor. The Commission can be described as a labora-
tory with, typically, a double assignment: control (adherence to the
Treaties) and creativity (proposals for new policies and the advancement
of the Community). In operating in this way, the Commission involves
member states in processes of interaction, self-reflection and mutual evalu-
ation, which is a new experience for European healthcare states. The
European Union has created a web of policies and politics within which
the member states are interwoven. Political scientists in search of logical,
clear-cut strategies and rational choices may have some problems in
understanding the logic and rationality of these processes because
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European health policy has been developed in an extremely patchy and
accidental manner. Much of European health policy can be understood as
the ‘intersection’ between health policy and other policy fields in which
the European Union has genuine competences. Yet in the end, the
paradox may be that health policy, which is still officially a national core
domain, will be nudged into Europeanization, even though most member
states’ health authorities still oppose it.

Notes

1 Consolidated version of the Treaty establishing the European Community
(TECQ), Official Journal of the European Communities C 325/33.

2 With regard to European public health policy, see, for example, Bellach and
Stein (1999); Busse, Wismar and Berman (2002); Commission (1998); Holland
et al. (1999).

3 See Eurobarometer no. 56, published in April 2002.

4 1 partly owe this differentiation to Sykes (1998: 253), but I have broadened his
perspective.

5 See also Commission (2001d, 2002b) for further details, as well as C-9/74 and
C-20/85.

6 For more details on the OMC, see De La Porte and Pochet (2002); Gobel
(2002); Hodson and Maher (2001); Jorens (2003); Regent (2003).

7 For details, see also Leibfried and Pierson (2000); Mossialos and Palm (2003);
Fuchs (2002); Pitschas (1999).

8 Even though the ‘freedom-of-service regime’ is applicable to in-patient care,
the Court conceded that it is — according to specifically defined criteria — still up
to national health agencies to individually approve hospital treatment abroad.
With respect to prior administrative authorization (see also C-205/99, para-
graph 38), which is eo ipso suspected of constituting a barrier to free move-
ment, a rejection of patients’ applications for hospital treatment in other
member states is limited to ‘objective’ and ‘non-discriminatory’ criteria (see C-
157/99, paragraph 90, and C-205/99, paragraph 38) — that is, prior authorization
can be invoked only in cases of a serious threat to the financial balance of the
domestic scheme, or for reasons related to public health, and ‘only if the same
or equally effective treatment can be obtained without undue delay from an
establishment with which the insured person’s sickness insurance fund has con-
tractual arrangements’ (C-157/99, paragraph 103).

9 For some points, see also Leibfried and Pierson (2000: 279, 283); Leibfried and
Pierson (1999: 22f, 28); Commission (2002b: 10); Ferrera (2003: 632).

10 See C-67/96, C-219/97, C-115/97 to C-117/97 and C-180/98 to C-184/98.

11 Fundamental change seems unlikely because on the one hand governments still
perceive the present impact of EU law on national healthcare systems as mar-
ginal and not threatening their specific healthcare regulation setting. On the
other hand, EU law and ECJ rulings ‘affect member states differently, so there
is no coalition of support to change disputed legislation” (Mossialos et al. 2001:
6).

12 See, for example, the interpretations of the Court in C-110/79, C-349/87, C-4/95
and C-5/95, in which it explained that member states are free to define and
amend both the conditions for the granting of social security benefits, and who
is to be insured under its legislation — provided that the respective legislation
does not entail overt or disguised discrimination on grounds of nationality.
Moreover (as mentioned above), in C-159/91, C-160/91 and C-238/94, the ECJ
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clarified that member states retain their powers to make membership compul-
sory in social security schemes based on the principle of solidarity.

13 See, for example, Commission (2000; 2001a; 2001b), or the proposals listed in Com-
mission (2001c: 22-26). See also Decision no. 521/2001/EC of the European Parlia-
ment and of the Council of 26 February 2001, and the Decision no. 1786/2002/EC
of the European Parliament and of the Council of 23 September 2002.

14 David Byrne, Commissioner for Health and Consumer Protection, at the Euro-
pean Health Forum, Bad Gastein, 3 October 2003 (SPEECH/03/443).

References

Altenstetter, C. (2002) ‘Regulation of Medical Devices in the EU’, in Martin
McKee, Elias Mossialos and Rita Baeten (eds) The Impact of EU Law on
Healthcare Systems, Brussels: Peter Lang, pp. 77-304.

Begg, I. and Berghman, J. (2002) ‘EU Social (Exclusion) Policy Revisited’, Journal
of European Social Policy 12 (3): 179-194.

Behning, U. and Feigl-Heihs, M. (2001) ‘Européisierung von Wohlfahrtspolitik:
Ihre Genese und ableitbare Entwicklungstrends’, SWS-Rundschau 4: 459-478.
Bellach, B.-M. and Stein, H. (eds) (1999) The New Public Health Policy of the
European Union: Past Experience, Present Needs, Future Perspectives, Munich:

Urban und Vogel Medien und Medizin.

Busse, R. (2001) ‘A Single European Market in Healthcare?’, Issues in European
Health Policy 3 (4): 4-6.

Busse, R., Wismar, M. and Berman, P. C. (eds) (2002) ‘Biomedical and Health
Research. vol. 50°, The Impact of the Single European Market on Member States,
Dublin: EHMA.

Bertozzi, F. and Bonoli, G. (2002) ‘Europeanisation and the Convergence of National
Social and Employment Policies: What Can the Open Method of Co-ordination
achieve?’, Paper presented for the workshop ‘Europeanisation of National Political
Institutions’ at the ECPR joint session, 22-27 March 2002, Turin.

Commission of the European Communities (1998) Communication on the Devel-
opment of Public Health Policy in the European Community, Brussels.

—— (2000) Social Policy Agenda, Brussels.

—— (2001a) The Future of Healthcare and Care for the Elderly: Guaranteeing
Acecessibility, Quality and Financial Viability, Brussels.

—— (2001b) Proposal for a Decision of the European Parliament and of the
Council Adopting a Programme of Community Action, Brussels.

—— (2001c¢) ‘Health and Consumer Protection Directorate-General: The Internal
Market and Health Services’, Report of the High Level Committee on Health,
Brussels.

—— (2001d) High Level Task Force on ‘Skills and Mobility’, Brussels.

——(2001e) European Governance: A White Paper, Brussels.

—— (2002a) 2002 Broad Economic Policy Guidelines’, European Economy no. 4,
Brussels.

—— (2002b) Proposal for a Directive of the European Parliament and of the
Council in the Recognition of Professional Qualifications, Brussels.

—— (2003) Strengthening the Social Dimension on the Lisbon Strategy: Streamlin-
ing Open Coordination in the Field of Social Protection, Brussels.

Cram, L. (1993) ‘Calling the Tune without Paying the Piper? Social Policy Regulation:



46 Wolfram Lamping

The Role of the Commission in European Community Social Policy’, Policy and
Politics 21 (2): 135-146.

—— (1994) ‘The European Commission as a Multi-organisation: Social Policy and
IT Policy in the EU’, Journal of European Public Policy 1 (2): 195-217.

De La Porte, C. and Pochet, P. (eds) (2002) Building Social Europe through the
Open Method of Co-ordination, Brussels: Peter Lang.

DGV (Directorate General V — Employment and Social Affairs) (1999) ‘Free
Movement and Social Security: Citizens’ Rights when Moving within the EU’,
Bulletin no. 2, Brussels.

Ebbinghaus, B. and Hassel, A. (2000) ‘Striking Deals: Concertation in the Reform
of Continental European Welfare States’, Journal of European Public Policy 7
(1): 44-62.

Eberlein, B. and Kerwer, D. (2002) ‘Theorising the New Modes of European
Union Governance’, European Integration Online Papers 6 (5).

Esping-Andersen, G. (1985) States against Markets, Princeton, N.J.: Princeton Uni-
versity Press.

Fajertag, G. and Pochet, P. (eds) (1997) Social Pacts in Europe, Brussels: Euro-
pean Trade Union Institute.

Falkner, G. (1998) EU Social Policy in the 1990s: Towards a Corporatist Policy
Community, London: Routledge.

—— (2000a) ‘EG-Sozialpolitik nach Verflechtungsfalle und Entscheidungsliicke:
Bewertungsmassstibe und Entwicklungstrends’, Politische Vierteljahresschrift
41: 279-301.

—— (2000b) ‘The Treaty on European Union and Its Revision. Sea Change or
Empty Shell for European Social Policies?’, in S. Kuhnle and J. van Deth (eds)
The Survival of the European Welfare State, London: Routledge, pp. 185-201.

Feick, J. (2002) Regulatory Europeanisation, National Autonomy and Regulatory
Effectiveness: Marketing Authorization for Pharmaceuticals, Max-Planck-Institut
fiir Gesellschaftforschung Discussion Paper 02/6, Cologne.

Ferrera, M. (2003) ‘European Integration and National Social Citizenship: Changing
Boundaries, New Structuring?’, Comparative Political Studies 36 (6): 611-652.

Fuchs, M. (2002) ‘Free Movement of Services and Social Security — Quo Vadis?’,
European Law Journal 8 (4): 536-555.

Gobel, M. (2002) Von der Konvergenzstrategie zur offenen Methode der Koor-
dinierung, Baden-Baden: Nomos.

Goetschy, J. (1999) ‘The European Employment Strategy: Genesis and Develop-
ment’, European Journal of Industrial Relations 5 (2): 117-137.

Haas, P. M. (1992) ‘Introduction: Epistemic Communities and International Policy
Co-ordination’, International Organization 49 (1): 1-35.

Hagen, K. (1999) ‘Towards Europeanisation of Social Policies? A Scandinavian
Perspective’, in Mission Interministérielle Recherche Expérimentation du Min-
istere des Affaires Sociales (MIRE) (ed.) Comparing Social Welfare Systems in
Nordic Europe and France, vol. 4, Copenhagen Conference: France — Nordic
Europe, Paris: Ministere de ’Emploi et de la Solidarité, pp. 661-690.

Hodson, D. and Mabher, 1. (2001) ‘The Open Method as a New Mode of Gover-
nance: The Case of Soft Economic Policy Co-ordination’, Journal of Common
Market Studies 39 (4): 719-746.

Holland, W., Mossialos, E., Belcher, P. and Merkel, B. (eds) (1999) Public Health
Policies in the European Union, Aldershot, UK: Ashgate.



European integration and health policy 47

Jones, E. (2003) ‘Liberalized Capital Markets, State Autonomy, and European
Monetary Union’, European Journal of Political Research 42 (2): 197-222.

Jordan, G. (1990) ‘Sub-governments, Policy Communities and Networks: Refilling
the Old Bottles?’, Journal of Theoretical Politics 2 (3): 319-338.

Jorens, Y. (ed.) (2003) Open Method of Coordination: Objectives of European
Healthcare Policy, Baden-Baden: Nomos.

Kanavos, P. and McKee, M. (1998) ‘Macroeconomic Constraints and Health Chal-
lenges Facing European Health Systems’, in R. B. Salman, J. Figueras and C.
Sakellarides (eds) Critical Challenges for Healthcare Reform in Europe, Buck-
ingham: Open University Press, pp. 23-52.

Keck, J. (1999) ‘The European Union Single Market in Pharmaceuticals’, Euro-
health 5 (1): 23-25.

Kenneth, P. (2001) Comparative Social Policy: Theory and Research, Buckingham,
UK: Open University Press.

Kersbergen, K. van (2000a) ‘Political Allegiance and European Integration’, Euro-
pean Journal of Political Research 37: 1-17.

—— (2000b) ‘The Declining Resistance of Welfare States to Change?’, in S.
Kuhnle and J. van Deth (eds) Survival of the European Welfare State, London:
Routledge, pp. 19-36.

Kittel, B. (2002) EMU, EU Enlargement, and the European Social Model: Trends,
Challenges, and Questions, Max-Planck-Institut fiir Gesellschaftforschung
Working Paper 02/1, Cologne.

Kleinman, M. (2002) A European Welfare State? European Union Social Policy in
Context, Basingstoke, UK: Palgrave Macmillan.

Knill, C. and Lehmkuhl, D. (2002) ‘The National Impact of European Union Reg-
ulatory Policy: Three Europeanization Mechanisms’, European Journal of Polit-
ical Research 41 (2): 255-280.

Leibfried, S. and Pierson, P. (1999) ‘European Social Policy’, ZeS Working Paper
15/99, Bremen University, Bremen.

—— (2000) ‘Social Policy: Left to Courts and Markets?’, in H. Wallace and W.
Wallace (eds) Policy-Making in the European Union, 4th edn, Oxford: Oxford
University Press, pp. 267-292.

McKee, M., Mossialos, E. and Baeten, R. (2002) ‘The Implications of European
Law for Healthcare’, in Martin McKee, Elias Mossialos and Rita Baeten (eds)
The Impact of EU Law on Healthcare Systems, Brussels: Peter Lang, pp. 13-22.

Marshall, T. H. (1950) Citizenship and Social Class and Other Essays, Cambridge:
Cambridge University Press.

Mossialos, E., McKee, M., Palm, W. et al. (2001) The Influence of EU Law on the
Social Character of Healthcare Systems in the European Union, Report submit-
ted to the Belgian Presidency of the European Union on 19 November 2001,
Brussels.

Mossialos, E. and Palm, W. (2003) ‘The European Court of Justice and the Free
Movement of Patients in the European Union’, International Social Security
Review 56 (2): 3-29.

Palier, B. (2000) ‘Does Europe Matter? Européanisation et réforme des politiques
sociales des pays de I'Union Européenne’, Politique Européenne 1 (2): 7-28.

Pierson, P. (2001) ‘Investigating the Welfare State at Century’s End’, in P. Pierson (ed.)
The New Politics of the Welfare State, Oxford: Oxford University Press, pp. 1-14.

Pitschas, R. (1999) ‘Europidische Union und gesetzliche Krankenversicherung:



48 Wolfram Lamping

Entwicklungsperspektiven aus rechtlicher Sicht’, Zeitschrift fiir Sozialreform 45
(8/9): 804-820.

Regent, S. (2003) ‘The Open Method of Coordination: A New Supranational Form
of Governance?’, European Law Journal 9 (2): 190-214.

Rhodes, M. (2001) ‘The Political Economy of Social Pacts: “Competitive
Corporatism” and European Welfare Reform’, in P. Pierson (ed.) The New Poli-
tics of the Welfare State, Oxford: Oxford University Press, pp. 165-194.

Roberts, I. and Springer, B. (2001) Social Policy in the European Union: Between
Harmonization and National Autonomy, Boulder, Colo.: Lynne Rienner.

Scharpf, F. W. (1997) ‘Economic Integration, Democracy and the Welfare State’,
Journal of European Public Policy 4: 18-36.

——(1999) Governing in Europe: Effective and Democratic?, Oxford: Oxford Uni-
versity Press.

—— (2000) ‘Notes toward a Theory of Multilevel Governing in Europe’, Max-
Planck-Institut fiir Gesellschaftforschung Discussion Paper 00/5, Cologne.

Schmidt, S. K. (2000) ‘Only an Agenda Setter? The European Commission’s
Power over the Council of Ministers’, European Union Politics 1 (1): 37-61.

Schmidt, V. A. (1997) ‘European Integration and Democracy: The Differences
among Member States’, European Journal of Public Policy 4: 128-145.

Sieveking, K. (1997) ‘Der Européische Gerichtshof als Motor der sozialen Integra-
tion der Gemeinschaft’, Zeitschrift fiir Sozialreform 3: 187-208.

Stein, H. (2003) ‘The Open Method of Coordination in the Field of EU Healthcare
Policy’, in Y. Jorens (ed.) Open Method of Coordination: Objectives of European
Healthcare Policy, Baden-Baden: Nomos, pp. 21-25.

Sykes, R. (1998) ‘The Future for Social Policy in Europe?’, in Rob Sykes and Pete
Alcock (eds) Developments in European Social Policy: Convergence and Diver-
sity, Bristol: Policy Press, pp. 251-264.

Threlfall, M. (2003) ‘European Social Integration: Harmonization, Convergence
and Single Social Areas’, Journal of European Social Policy 13 (2): 121-139.

Timonen, V. (1999) ‘A Threat to Social Security? The Impact of EU Membership
on the Finnish Welfare State’, Journal of European Social Policy 9 (3): 253-260.

Trubek, D. M. and Mosher, J. S. (2001) ‘New Governance, EU Employment, and
European Social Model’, Harvard Law School, Jean Monnet Working Paper 06/01.

Tsoukalis, L. (1997) The New European Economy Revisited, Oxford: Oxford Uni-
versity Press.

Wallace, H. (2000) ‘The Policy Process: A Moving Pendulum’, in H. Wallace and
W. Wallace (eds) Policy-Making in the European Union, 4th edn, Oxford:
Oxford University Press, pp. 39-64.

Wendon, B. (1998) ‘The Commission and European Union Social Policy’, in Rob
Sykes and Pete Alcock (eds) Developments in European Social Policy: Conver-
gence and Diversity, Bristol: Policy Press, pp. 55-73.

Wildasin, D. E. (2002) ‘Fiscal Policy in Post-EMU Europe’, European Union Poli-
tics 3 (2): 251-260.

Wismar, M. (2001) ‘ECJ in the Driving Seat on Health Policy: But What’s the Des-
tination?’, Eurohealth 7 (4): 5-6.

Wismar, M. and Busse, R. (1999) ‘Effects of the European Single Market Integration
on the German Public Health System’, in B.-M. Bellach and H. Stein (eds) The
New Public Health Policy of the European Union: Past Experience, Present Needs,
Future Perspectives, Munich: Urban und Vogel Medien und Medizin, pp. 83-98.



2 The Europeanization of
regulatory policy in the EU
pharmaceutical sector

Govin Permanand and Elias Mossialos

Introduction

Regulating the pharmaceutical sector is a particularly difficult challenge
for policy-makers. While they seek to keep healthcare costs down and
drugs affordable, along with ensuring their citizens the best possible access
to the highest-quality medicines, they are equally interested in supporting
a successful industry where one exists. These objectives are not always
compatible, and the result is a perpetual balancing act between health
policy and industrial policy — that is, between healthcare and public health
interests on the one hand, and research and development as well as
employment interests on the other. To reconcile these interests, the fifteen
member governments of the European Union (EU) have developed dif-
ferent strategies that reflect not only their industrial and public health
priorities but also the specifics of their healthcare systems. Bringing these
regimes together under a single supranational framework — towards a
single medicines market — has been an expressed goal of the European
Commission since its 1985 White Paper on the Internal Market (CEC
1985).! Even before that, in the mid-1960s and the aftermath of the
Thalidomide tragedy, it was recognized that common Community legisla-
tion was necessary to ensure high safety standards throughout the emerg-
ing common market. Since publication of the White Paper there has been
progress in harmonizing national policies and convergence of standards,
and Community competences now range from guidelines on good manu-
facturing practice through to the approval and licensing of drugs.
Although most of these competences have been achieved under the 1992
single European market programme, a single medicines market remains
very much a distant goal.

The reason for this is that EU pharmaceutical policy has reached some-
thing of a deadlock, stemming primarily from a dissonance between the
principle of subsidiarity — which enables national governments to deter-
mine healthcare policy — and the free movement goals of the single market
— under which medicines are treated as an industrial good. We thus see a
clash between the authority of the member states to set their own
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medicine prices and reimbursement rates, and that of the Community,
which regards medicines as a tradable commodity and seeks their free cir-
culation within the European Union. The result of this tension has been a
Community focus on industrial policy concerns in order to push the
harmonization agenda forwards.

This chapter looks at the development of the European Union’s regula-
tory framework for medicines up to the deadlock that will preclude com-
pletion of the single pharmaceutical market. It aims to elucidate a
predominantly theoretical perspective on the impasse and the resulting
Community focus on industrial policy concerns. Rather than addressing
the economic aspects of regulation in the sector, we provide a primarily
political and theoretical view of regulatory decision-making. More specifi-
cally, we look at the interests of the sector’s main stakeholders and
examine how, despite the dissonance, policies have been taken forward.
We apply James Q. Wilson’s (1980) cost-benefit typology of regulatory
policy, tying it into wider theoretical perspectives on European integration
and policy-making, most notably the ‘multi-level governance’ view of the
EU policy process (Marks, Hooghe and Blank 1996; Christiansen 1997)
and the so-called regulatory state conception of the Union (Majone 1996;
McGowan and Wallace 1996). This enables us to develop a broader policy-
making setting for medicines, from within which we hope to understand
how such supranational policies as currently exist came about. In employ-
ing such a framework, we aim to contextualize the positions of the various
EU pharmaceutical stakeholders not simply within an interest maximiza-
tion relationship, but more with regard to how the regulatory issue at hand
can affect the type of politicking that results, and how this in turn charac-
terizes the achievement of outcomes. By way of context, a review of the
‘Europeanization’ of pharmaceutical policy in the Community to date is
provided in the following.

The Europeanization of pharmaceutical policy

In reviewing the Community’s medicines history, we can discern four
phases: (i) the establishment of Community rules beginning in 1965; (ii)
multiple state market authorization commencing in 1975; (iii) inter-
national competition and the Single European Act of 1986; and (iv) an
agency approach to facilitating market access since 1995.

The Thalidomide tragedy of the 1950s and 1960s saw many developed
countries introduce new medicines laws regarding safety and efficacy
testing. In addition to establishing stricter guidelines at home, the six
members of the then European Economic Community also agreed
common controls and standards in 1965. Inter alia, as the first piece of
Community legislation in the pharmaceuticals field, Directive 65/65/EEC?
set out the rules regarding the development and manufacture of medicines
in the Community; guidelines for post-market monitoring of drug safety;



Regulating the pharmaceutical sector 51

and safety, efficacy and therapeutic benefit as the sole grounds for market
approval. The reason for the Community’s initial step into pharmaceutical
policy was therefore a common health threat, and industrial policy inter-
ests were to be balanced against national and transnational health policy
concerns.

With progress on dismantling tariffs progressing across the board, the
Commission’s next move in 1975 was to facilitate and speed up the intra-
Community movement of medicines. Directive 75/318/EEC? created the
‘mutual recognition’ procedure, whereby a product that had been granted
market authorization by the regulatory authority of one member state
could be granted multiple member state authorizations (until then, appli-
cations had had to be made separately to each national authority). Again
in 1975, Directive 75/319/EEC* established the Committee for Proprietary
Medicinal Products (CPMP). Comprising representatives from each of the
member states, the CPMP represented a single authorization body for the
Community market. It was also to arbitrate, should a member state object
to a product being granted automatic access to its market via the new pro-
cedure. However, the sensitivity of healthcare concerns for national gov-
ernments, and resulting derogation to the free movement rules under
Article 36 of the Treaty — where products could have potential negative
health effects — meant that the mutual recognition procedure did not
speed up authorization as envisaged. It in fact caused delays as the
member states regularly raised objections.

In 1983, Directive 83/570/EEC’ introduced the ‘multi-state’ procedure,
under which the minimum number of countries to which authorization
would be extended was dropped from five to two. Although more success-
ful than mutual recognition in terms of the number of applications submit-
ted, it also proved cumbersome, and in 1994, its final year of operation,
objections by one or more member states were registered for every
product put before it (CPMP 1994). Although all the directives stressed
that health matters were of primary concern, they were mainly aimed at
progress towards a unified medicines market.

The 1986 Single European Act (SEA) set out to establish a single Euro-
pean market for the free movement of all goods, services and capital by
1992. This represented the Community’s response to a growing need to
compete more effectively in global markets, in particular with the United
States, which was setting up a free trade area of its own. Around this time
the Cecchini Report — which had investigated the ‘costs of non-Europe’ in
order to underline the benefits of a single market — was released. Echoing
the 1985 White Paper, it cited the pharmaceutical sector as a problem area
in that medicines were ‘irretrievably linked to public health’ (Cecchini
with Catinat and Jacquemin 1988). Thus, once again with a view to ratio-
nalizing the authorization process, in 1987 Directive 87/22/EEC® was
agreed. It created the ‘concertation’ procedure, which applied only to
biotechnologically developed and other high-technology products.
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Manufacturers were obliged to simultaneously submit their applications to
the CPMP and one member state, and once both had completed their
evaluations, together they facilitated discussions between the applicant
and the other national authorities.

Also important in the post-SEA period was the prevalence (and scope)
of price differentials between the member states: anywhere up to five times
on single products in 1988 (Chambers and Belcher 1994). In the light of this,
the Commission introduced the so-called Transparency Directive in 1989
(Directive 89/105/EEC) requiring the member states to adopt verifiable and
transparent criteria in setting pharmaceutical prices and their inclusion in
national health insurance systems. Further legislation pertaining to labelling
and packaging, patent protection, advertising and sales promotion, and
wholesale distribution® followed, all taken within the context of meeting the
provisions of the single European market. Ultimately, however, the Com-
mission’s inability to take the pricing issue forward — in terms of reducing
intra-EU differentials — led in 1996 to the publication of the Community’s
view for the development of an EU industrial policy for pharmaceuticals
(Resolution 96/C136/04%). Although no legislative progress came of the doc-
ument, it is clear that the drive towards the single market had a major influ-
ence on the direction of EU pharmaceutical policy.

In February 1995 the European Agency for the Evaluation of Medicinal
Products (EMEA) officially began operations. Established under Regula-
tion 2309/93 in 1993, the Agency was to decide on all applications for
market authorization within the Community. Complementing EMEA
came Directive 93/39/EEC,'® under which mutual recognition was replaced
by a new, ‘decentralized’ procedure, with applications made directly to the
Agency. Importantly, the decisions made under the decentralized pro-
cedure are binding, and member states can only query them on the
grounds that they can be shown to have a negative public health impact on
their populations. As the EMEA is the only one of the fifteen supra-
national agencies to be granted a quasi-regulatory mandate — the others
(e.g. the European Environment Agency or the European Office for Har-
monisation in the Internal Market) are more information-disseminating
bodies — it is perhaps the clearest indication of the Community’s commit-
ment to harmonization of the pharmaceuticals market.

The picture that emerges from this chronological overview of the devel-
opment of EU medicines policy is one that reflects the lack of a singular
policy strategy for medicines; although there are several major strands.
The most notable of these is the single market and the need to bring phar-
maceuticals in line. Yet policies have developed outside the influence of
the programme, and the single market impetus has not been sufficient to
empower the Community in all areas of pharmaceutical policy. Thus,
despite the dissonance and apparent policy deadlock, it is clear that a
wide-ranging Community regulatory framework does exist, even if it does
not amount to a single medicines market.
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As the scope of this chapter does not allow for an in-depth analysis of
all policies comprising this framework, we lay out three case studies: the
Community’s 1992 decision to grant medicines exceptional patent protec-
tion via the Supplementary Protection Certificate regime; the background
to the 1995 launch of the EMEA; and the continuing divisiveness of the
pricing and reimbursement issue. These are crucial policy initiatives within
the framework, and although they concern disparate issues, each has
involved protracted and complex negotiation among the main stakehold-
ers. This helps to strengthen the value of our theoretical approach,
particularly with regard to any further ‘Europeanization’ of the sector.

Theoretical discussion

European integration and policy-making theories are helpful towards
understanding where and why specific EU pharmaceutical policies have
developed, even if they are not sufficient. For instance, the neo-functionalist
premise of ‘spillover’, where Community authority evolves as a result of
policy developments in related fields, helps to explain how the single
market programme came to dominate the Commission’s approach to
pharmaceutical policy during the 1990s. Yet it cannot account for the lack
of spillover into the question of pricing and reimbursing medicines at EU
level. Central to the spillover premise is that integration would become a
self-sustaining dynamic through the emergence of the supranational Euro-
pean institutions. Clearly, this has not been the case across the board, and
pharmaceutical policy makes the point. Intergovernmentalist theory — as a
response to the supranationalist dynamic of neo-functionalism — argues
that the member states remain firmly in control of the integration process.
The fact that they closely guard healthcare competences, which hampers
initiatives to harmonize the pharmaceutical sector, would seem to support
this. Nevertheless, while intergovernmentalism may help to account for
member state behaviour, it cannot necessarily explain outcomes in terms
of how and why they were reached. So, while both neo-functionalism and
intergovernmentalism are relevant to understanding the development of
EU pharmaceutical policies, neither is sufficient in explanatory terms."

In recognizing this common failing, more recent work has focused on
how agendas are shaped. Moravcsik’s (1993) liberal intergovernmentalist
perspective concentrates on interdependencies between national decision-
making and international (European) cooperation. While national govern-
ments retain control over the integration process, they are motivated or
even forced to pursue further integration because of particular external
and internal circumstances or pressures, such as the General Agreement
on Tariffs and Trade and World Trade Organization liberalization
regimes, or global climate change. Here the member states are seen as
willing to cooperate in order to consolidate their position relative to
others. On the one hand, they agree to concede authority over issues
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where they feel the Community is more likely to be able to protect their
interests, and this in a redistributive and equalizing manner vis-d-vis their
European partners, such as through the single market (e.g. the industrial
policy aspects of pharmaceutical regulation). But on the other hand, they
remain steadfast over more sensitive issues, such as healthcare and the
pricing of medicines.

As Armstrong and Bulmer (1998) note, the liberal intergovernmentalist
assessment minimalizes the role played by the European institutions. It is
also unable to account for member state interests, which, like pharmaceu-
tical policy, may be multi-layered. All countries may agree on not conced-
ing pricing and reimbursement to the Commission, but their reasons for
not wanting a single market in medicines — and indeed, the variance in
their support for specific initiatives — stem from individualistic concerns.
Still, the approach does offer some insight into what motivates the integra-
tion process and, in turn, why certain aspects of pharmaceutical policy
have been mandated to the Community and others not.

Bearing in mind the gaps found in the wider theories, we therefore find
it useful to concentrate instead on how specific actors were involved in
affecting policy outcomes. This endorses Hix’s (1994) distinction between
theories of European integration and the ‘politics of the EU policy
process’. Policy outcomes for medicines are thus viewed in terms of bar-
gaining scenarios between actors in the policy process. We restrict our-
selves to meso-level analysis and consider the political manoeuvrings
behind specific policy developments in terms of the roles played by the
major stakeholders: the industry, the member states, the European Com-
mission, and the representatives of consumer/patient interests. Citing
these as the main stakeholders does not mean that they are always unified
actors representing a single position. The complexity of what market
harmonization means for the sector creates clefts within these actor
groups: between the member states, between the different Directorates-
General of the European Commission, and between sub-sectors of the
industry. This approach accommodates the fact that there is a plethora of
inputs into European pharmaceutical policy, whether internal or external
to the European Union, and is strengthened when combined with Wilson’s
(1980) earlier-mentioned ‘politics of policy’ framework. As with both neo-
functionalism and (liberal) intergovernmentalism, it recognizes the role
played by European institutions and member states. The next step in our
discussion, therefore, is to develop our meso level of analysis in order to
apply it to the case studies.

The politics of regulation

The nature of Community competences means that most EU policy can be
regarded as regulatory (Héritier, Knill and Mingers 1996). This has led
to the characterization of the EU’s role as primarily concerned with
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regulation — what Majone (1996) has termed the ‘regulatory state’ view.
As one dimension of this view holds that policy is made as a trade-off
between the European Commission on the supply side and organized
interests (including the member states) on the demand side, it is of espe-
cial relevance to the pharmaceutical sector. The Commission has often
found itself at odds with both industry and the member states, not to
mention with the host of interests in between, such as wholesalers and dis-
tributors, healthcare professionals, pharmacists, and consumers (patients).
The case studies will elaborate on this, but we now turn to Wilson’s frame-
work in order to analyse how certain polices have been achieved.

Wilson’s politics of regulation perspective was developed around the
‘iron triangle’ conception of 1970s and 1980s US politics — that is, the rela-
tionship of interdependence between the state or a bureaucratic agency, a
Congressional committee or subcommittee, and an interest group. His
conclusions helped to show how industry interests could come to dominate
policy discussions and outcomes, and expanded on the earlier arguments
of other American scholars such Gabriel Kolko (1963) and George Stigler
(1971) regarding the private interest view of regulation. Although US
focused, the ability of his framework to integrate business interests (and
lobbying specifically) into the policy process, rather than treating it as an
external influence, is perhaps the main reason that scholars have sought to
apply it beyond the American context. Hood (1994) and Majone (1996),
for instance, have employed Wilson’s approach respectively to examine at
what level business lobbying can prove most successful and to explain EU
regulation in general. Indeed, it seems particularly relevant to the EU" in
that traditional pluralist or even neo-corporatist configurations do not ade-
quately capture the dynamics at play in the Community’s so-called multi-
level governance structure.

Wilson asserts that policy proposals, particularly where economic stakes
are concerned, can be classified in terms of the perceived distribution of
their costs and benefits (concentrated or diffuse). These can be either eco-
nomic or non-economic, or both, and the value they represent is change-
able according to the political climate. Apart from simply qualifying
regulatory decision-making in this way, he argues that this cost-benefit
perspective generates four types of politicking in pursuing and attaining
policy outcomes. Wilson’s approach goes some way towards supporting
Theodore Lowi’s (1969) earlier assertion that the policy arena often deter-
mines the nature of the political processes within it. Table 2.1 offers a
matrix representation of Wilson’s framework. The typology characterizes
the manner in which different types of policy interest are resolved and the
level at which this resolution takes place, based on each player’s percep-
tion of potential gains (or losses) where a given policy scenario is at stake.
As Wilson was concerned with economic regulation at the national level,
his stakeholders were industry, the state and the general public (the
‘common good’). The multi-level governance nature of the European
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Union implies a host of further embedded actors, and policy-making in the
pharmaceutical sector reflects this. As our interest is with supranational
policy, we see the main stakeholders as the industry, the European Com-
mission, the member states and consumer/patient interests.'”* There may
be further inter-actor divisions where the policy issue at hand provokes
disparate reactions. It should, however, be noted that Wilson’s framework
is not perfect. Intermediate cases are likely, and the concentrated—diffuse
measurement is a relative one. However, this does not diminish the con-
ceptual value of his approach, as some degree of generalization is usually
necessary within any theoretical application. We can, therefore, discuss
perceived costs and benefits, within reason, and this we do below.

Majoritarian politics occurs where there is little incentive for collabora-
tion and where the costs and benefits of a proposed regulatory inter-
vention are spread among the affected parties. The likelihood of policy
outcome is slim. The question of who is willing to pay what for what share
of the benefit means that resolution will only take place where there is suf-
ficient political will and popular support. With unanimity required, a
policy outcome will only be achievable via majoritarian politics. In the EU
context, where the issue is about extending supranational regulatory
authority in a particular area, this means that all the stakeholders will have
to consent to bearing some of the costs of a policy that will also benefit the
others. Social policy has been cited as one such example (Majone 1996).
The sluggishness of some member states in implementing the 1993
Working Time Directive'* perhaps bears witness to this. In the light of the
wide distribution of both costs and benefits, matters involving member
state healthcare systems and the provision of health also fall into this cat-
egory. The Commission may favour an increased Community role —
though this needs centralizing, as several Directorates-General affect
health policy decisions (Mossialos and Permanand 2000) — but the member
states remain strongly opposed in view of the potential economic costs and
political consequences.

Over issues where costs may be diffuse but the benefits concentrated,
only a small group stands to derive the most gain. As there is considerable
incentive for groups to seek to influence the policy process in their favour,

Table 2.1 The ‘politics of policy’

Benefits
Diffuse Concentrated
Diffuse Majoritarian politics Client politics
Costs
Concentrated Entrepreneurial politics ~ Interest-group politics

Source: Majone (1996), based on Wilson (1980)
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client politics emerges. This is the classic business lobbying profile, where
the potential dominance of industrial lobbies — because the costs are so
widely distributed that the price per capita becomes negligible and the
likelihood of widespread opposition diminished — is usually countered by
the use of independent regulatory bodies. Where such agencies lack
power, Wilson suggests that the ‘producer-dominance model’ results (reg-
ulatory capture). Industry may thus receive favourable treatment by
government via subsidies or simply a laxer regulatory environment.
Industry lobbying over specific EU policies has long characterized the
pharmaceuticals market, even before the single market — first, because of
the market’s fragmentation, and second, owing to the structure of the
supranational policy process, which is equally horizontal and vertical.
Moreover, industry has generally been very successful. This is because the
issues at stake tend to be similar across national boundaries, and the multi-
national nature of the sector has enabled the industry to gain significant
lobbying experience in a host of environments (Greenwood and Ronit
1994).

Entrepreneurial politics characterizes policies involving a wide distribu-
tion of benefits through a more concentrated spread of costs. There is little
support for the proposed policy, as the small group responsible for bearing
the costs is opposed to it, while the gains to the potential beneficiaries are
too diffuse to spur them into action. This lack of interest may be due to a
lack of knowledge about the benefits, or may simply reflect a general
apathy because the relative gain per capita is insufficient. With interest in
such an intervention thus lacking, Wilson proposes that an actor able to
galvanize public support, the ‘policy entrepreneur’, becomes necessary. To
garner support, the entrepreneur often dramatizes an issue and associates
the benefits of the proposed policy with values or the common good. For
example, by revealing environmental mismanagement by companies or
associating regulatory policies with things such as cleaner water, a skilled
entrepreneur can provoke support for strict and costly environmental pro-
tection policies. At EU level the European Commission often fulfils the
entrepreneurial role. It is able (and has a responsibility as instigator of
policy) to amass support on a host of issues, primarily on the basis of
potential widespread Community benefits. This it has done over environ-
mental issues, where the benefits of stricter standards are to be enjoyed by
the member states’ populations, while private enterprise is generally
responsible for financing and implementing them. It should be noted that
the entrepreneur need not be a completely objective party. More often
than not, it will have an agenda of its own, as will be shown here of the
European Commission in the pharmaceutical arena.

Finally, a policy offering considerable benefits to only a small number
of interests at the expense of a small number of others who will bear the
costs gives rise to interest-group politics. In an industrial setting, govern-
ment subsidies or other incentives will usually favour one segment of
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industry while disadvantaging one or more others (sometimes even with
regard to single companies). Accordingly, the motivation for both sides to
organize in order to influence the policy process becomes acute. The ques-
tion of the ‘public good’ is not normally raised in this configuration as the
costs and benefits are not seen to really affect the wider population. The
result is a multitude of groups with specific interests, all actively campaign-
ing to ensure their own welfare — the few on the basis of the benefit they
stand to derive, and the majority on the basis of the costs they may have to
bear. The potential gains and losses implied by such policies at European
level, such as Structural Funds, where the emphasis is on the redistribution
of, and competition for, financial support, leads to a variety of bargaining
scenarios. These often result in disagreement between the European insti-
tutions and the member states, as well as among and within them.

Applying these four categorizations to selected policies that make up
the EU pharmaceutical framework gives rise to the typology of Table 2.2.
The following discussion seeks to explain this application, thereby showing
how EU policy in this sector involves the main stakeholders and, by exten-
sion, the reasons for the deadlock over a single medicines market.

Type of politics

As space limitations do not permit an examination of all the policies that
comprise the EU medicines framework, we limit ourselves to three. These
reflect not simply the relevance of the framework, but more the fact that
supranational policy-making for medicines is extremely complicated. That
various EU competences and policies correspond to different configura-
tions within the Wilson approach reflects this complexity. Regulatory
policy in more traditional industries might apply to one or perhaps two of
the scenarios, but certainly not all of them.

Table 2.2 The ‘politics of policy’ as applied to selected Community pharmaceutical
policy

Costs versus benefits

Diffuse—diffuse Diffuse— Concentrated— Concentrated—
concentrated diffuse concentrated
e Pricing e Patent protection ¢ Packaging, e A fully integrated
inserts and single market for
leaflets pharmaceuticals

e Reimbursement e European Medicines Evaluation Agency

Majoritarian Client Entrepreneurial Interest-group
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Case studies

Of the three case studies, the first looks at the successful industry lobby
over intellectual property rights as an example of client politics. The indus-
try’s claims that the patent protection rights accorded to medicines were
not sufficient to sustain the research and development (R&D) costs
required to produce new and innovative medicines were upheld in a 1992
Regulation extending the protection period for pharmaceuticals. The
second is the establishment of the EMEA. As the discussion will show, the
reasons for its establishment appear to be a case of entrepreneurial politics
by the Commission, though by the time the Regulation was approved, the
grounds may have shifted towards client politicking. The third example is
the pricing and reimbursement debate. Commission initiatives to over-
come this deadlock are looked at, as are the reasons why this area remains
such a sticky point; this is seen as majoritarian politics, given the continu-
ing impasse. A fully integrated medicines market corresponds to the
interest-group scenario, with the winner—loser division between member
states lying at its heart. Some of the reasons for the deadlock have already
been raised, and others will become clear throughout the remainder of the
discussion. The next stage is to examine the policy process in each case
and to demonstrate the relevance of the theoretical framework.

Supplementary patent protection for medicines

Intellectual property rights are seen as central to the research-intensive
segment of the pharmaceutical industry and, following intensive lobbying
by the European Federation of Pharmaceutical Industries and Associ-
ations (EFPIA), in 1992 the European Commission agreed Community
legislation extending patent terms on new medicines. Regulation 1768/92
introduced the European Community’s Supplementary Protection Certifi-
cate (SPC) scheme, despite the fact that pharmaceutical patents are
covered by the 1973 European Patent Convention (EPC). Under the SPC,
manufacturers were granted fifteen years’ patent protection from the date
of first market authorization of their product in the Community — as
opposed to the twenty years from first patent application under the EPC."
This represented a clear benefit to the research-based industry in terms of
the length of time its products would be covered under the patent term.
The industry had in fact been seeking such a derogation from the EPC
since the late 1980s. EFPIA’s lobbying efforts were centred around the
growing cost of bringing a new medicine to market'® and the fact that the
period from identification of the new molecule to the launching of the
derived product represents a much longer R&D and market approval
process than is found in other sectors. As patents are granted on the new
molecule in the first instance, the duration of the approval process impacts
on the length of time a drug is actually available on the market under
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patent protection. The industry argued that this period, the ‘effective
patent life’, was decreasing, thereby damaging the prospects for further
investment.

Intellectual property rights (patent protection) in the pharmaceutical
industry represent a clear clash between industrial policy and healthcare
expenditure concerns. During the SPC campaign, EFPIA lobbied over its
concerns that as the number of new chemical entities being discovered was
diminishing, the length of the discovery and approval processes (and
hence their own costs) were increasing. The reasons for this were said to
be stricter licensing procedures in the member states and growing pres-
sures to look into as yet untreatable conditions such as HIV and cancer.
On the other side, consumer groups such as the Consumers in the Euro-
pean Community Group (CECG) felt that (lengthy) medicine patents,
which limit the speed of access to new therapies, were not in the interests
of public health; patients were not being granted access to the best pos-
sible therapies. There are clearly merits to both positions, and the Com-
mission ought to have been torn between its interest in promoting a strong
industry (in production and employment terms) and its interest in safe-
guarding the health of its citizens. Thus, the question is how, in the SPC,
the Commission could have ultimately delivered a proposal so clearly in
favour of the industry.

In lobbying the Commission, EFPIA was initially turned away by the
Competition Directorate-General (DG 1V). With the single European
market programme well under way, Berthold Schwab, the head of DG
IV’s Intellectual and Industrial Property Unit, did not see patent term
extension on medicines as a Community concern, given the healthcare
implications. The industry regrouped, abandoned its intellectual property
approach, and refocused its arguments around the idea that current patent
protection terms were starving innovation, which could potentially have
negative effects vis-a-vis both the Community’s industrial competitiveness
and public health. It now targeted the Pharmaceuticals and Cosmetics
Unit in the Industrial Affairs office (DG III), which, as Shechter (1998)
notes, chose to see patent term extension as an industrial policy and there-
fore a Commission affair, and set about making the case to other
Community institutions and actors on behalf of DG III.

To make its case, EFPIA drafted a data-intensive report on the Euro-
pean industry, including the economic costs associated with patent protec-
tion, and provided copies to selected officials and Members of the
European Parliament (MEPs)." Inter alia, the report cited a six-year
approval process in some member states, which, when subtracted from the
twenty-year protection accorded by the EPC, in fact resulted in a dimin-
ished effective patent life compared to other industrial products (CEC
1993). EFPIA’s members also pointed to revised medicines patent legisla-
tion in the United States (1984) and Japan (1987) to support their case.
Closer to home, France and Italy had by 1991 themselves sought unilater-
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ally to pursue patent restoration measures, though these were nullified
when the SPC legislation took effect. In addition to the issue of declining
competitiveness, the industry lobby strengthened its case by associating
patents with better medicines, namely by claiming that improved patent
protection periods would allow pharmaceutical companies to recoup their
costs in order to then be able to reinvest in R&D. This line of argument
proved a powerful foil against criticisms that the industry was simply
driven by the profit motive.

Generics manufacturers were unhappy with the proposed legislation, as
it sought to limit them to beginning their R&D only after the date of
approval for the originator product. Prior to the SPC they had been able
to do so from the submission date of the patent for the original product,
and were in theory thus able to release their copy on the day the patent
expired. EFPIA’s members viewed this as an unfair advantage in view of
their higher costs, but the generics industry saw the old arrangement as its
only means of competing, as its costs were also rising. Not only was this
limitation going to have repercussions in Europe, but it was also feared
that, as much of the European generics industry’s output was sold as bulk
pharmaceuticals to US drug-makers, the SPC might negatively impact on
the US industry as well. With patent extension having already been legis-
lated on in the United States, the view of Lee Fensterer, the then presid-
ent of the United States Generic Pharmaceutical Industry Association,
was that ‘It’s the same crazy battle we had in the US in the early 80s, with
the Pharmaceutical Manufacturers Association saying that US patent life
was only eight or nine years. And, of course, that was a horrendous lie’ (as
quoted by Bahner 1993). Unlike the research-based companies, however,
the generics manufacturers did not yet have a representative body at EU
level to lobby the Commission.

The member state governments also had concerns with the proposals.
Their primary interest was in controlling healthcare costs, and it was felt
that patent extension could delay the introduction of cheaper generics,
thereby keeping drug prices high. Generic substitution was developing as a
popular cost-saving mechanism at the time. That said, not all governments
had identical interests. The United Kingdom and Germany, with their
major research-based industries, were initially reluctant because of the
effects any changes might have had on pharmaceutical prices. Germany
was in a particularly delicate position, as it also has a considerable generics
industry. Other countries with mainly generics industries, such as Spain
and Portugal, opposed the proposals outright. Patients and consumer
groups were also unhappy, lobbying on health grounds. The European
Consumers’ Organization (BEUC) viewed the proposals as a ‘blank
cheque for industry’ (BEUC 1991), while the CECG argued that
‘increased protection should apply only to new molecular entities which
represent a genuine therapeutic gain’ (CECG 1993).

Given these divergent views, EFPIA had to ensure that the European
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Parliament and the Council would accept the proposals, and here the
Commission’s support went a long way to convincing key individuals of
the merits of the SPC. According to Shechter (1998), for instance,
Berthold Schwab — who now supported the position — was consulted by
Friedrich Merz, the rapporteur assigned the task of delivering the Parlia-
ment’s views. And Mr Schwab set about advising Mr Merz on the best way
to present the proposals so as to ensure Parliamentary support. In the end,
both the Parliament (on second reading) and the Council voiced some
initial reservations but gave their approval subject to minor amendments.'®

As regulations are uniformly binding pieces of legislation, positing the
SPC as a Regulation would pre-empt any further national measures,
thereby giving the Community exclusive competence. Also noteworthy is
the fact that opposition to the legislation by some member states, patient
and healthcare interests, and the generics industry, not to mention dissent-
ing voices from the United States, simply came too late and/or was not
strong enough. Organized, collective opposition from the generics
community was, for instance, heard only after the Council Common Posi-
tion was issued. Moreover, prior to the single market there was no Euro-
pean representation for generics producers to counter EFPIA, which had
been established in 1978. The European Generics Association (EGA) was
formed only in 1992, the very year the SPC legislation was passed. The
Commission was therefore able to remain firm in its resolve and, on the
basis of EFPIA’s claims, an SPC offering a fifteen-year protection period
from the first authorization was agreed.

Invoking Wilson’s typology, the diffuse costs but concentrated benefits
‘client politics’ scenario clearly characterized the SPC initiative. The costs
of patent extension were to be spread among a host of actors: first, the
national governments and insurance funds, which pay for medicines; next,
the generics companies, which were comparatively hindered by the longer
patent times; and third, consumers, who were arguably worse off in that
their access to cheaper medicines had been diminished. The benefits were
to be derived only by the research-intensive companies and, indirectly, a
minority of national governments with innovative industries. And though
this came about through heavy lobbying of the Commission, it was itself a
willing party. For although it seemed to have simply sided with EFPIA,
the Commission’s main interest was in maintaining a strong European
industry within the context of completing the single market. It played a
major part in convincing the European Parliament and Council the merits
of the EFPIA position. Moreover, the first draft of the SPC had called for
a twenty-year period of protection,” which was considerably more gener-
ous than the fourteen years’ protection under the 1984 Hatch—Waxman
Act in the United States, or the eleven years that was being discussed in
the United Kingdom prior to the SPC. Clearly, the Commission had its
own agenda as well, and while this may suggest an entrepreneurial role,
the impetus for patent term extension had come from the industry. It was



Regulating the pharmaceutical sector 63

the extensive lobbying campaign undertaken by EFPIA that persuaded
the Commission to pursue such a favourable derogation.

The industry’s success with the SPC thus shows three things. First, the
sector is characterized by severe informational asymmetries. The Commis-
sion accepted the case put to it by EFPIA and the industry lobby even
though, as mentioned earlier, there was evidence (also from the United
States) indicating that drugs did not necessarily lose profitability as soon as
the period of patent protection ran out. Second, understanding the Com-
mission’s industrial policy interests is central to understanding its priorities
vis-a-vis pharmaceutical policy. And third, in part as a consequence, a
relatively small number of organized interests can, as the client politics
scenario suggests, come to dominate the EU (pharmaceutical) policy
agenda, to their obvious gain.”

The European Agency for the Evaluation of Medicinal Products

Responsible for granting EU market approval to new medicinal prepara-
tions (for human and veterinary use), the European Agency for the Evalu-
ation of Medicinal Products (EMEA) was created in 1993 under the terms
of Regulation (EEC) 2309/93, and has been operational since February 1995.
The agency was charged with fostering market access for medicines in the
Community via the ‘centralized’ and ‘decentralized’ procedures, the latter
being a revamped mutual recognition procedure. The first applies to prod-
ucts derived from biotechnology and the second to conventional products.
Under the decentralized procedure, following the approval of a national
application, other member state authorities are expected to recognize this
authorization. The Committee for Proprietary Medicinal Products (CPMP),
which prepares the agency’s opinions on medicines for human consumption,
simultaneously considers the original application and then delivers a binding
verdict on extending market access to the other member states — the
agency’s decisions being based solely on the criteria of quality, safety and
efficacy, in terms of the original 1965 Directive. However, the member states
continue simultaneously to assess applications themselves. The point to be
borne in mind from the outset, therefore, is that market approval of new
medicines in the European Union remains a joint national-supranational
competence, despite there being an EU licensing agency.

Not just replacing the previous market authorization procedures, the
EMEA has a broader impact on pharmaceutical policy in the European
Union. It has a role in pharmacovigilance and has committed itself to
operational transparency vis-d-vis the drug approval process. Here the
agency’s website posts the Summary of Product Characteristics for new
medicine applications, the European Public Assessment Reports, which
detail the rationale behind positive marketing opinions, as well as a host of
other relevant information. In bringing the expertise of some 2,300 experts
together,” the agency also aids national authorities by filling gaps in
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knowledge. Furthermore, by streamlining the regulatory environment it
helps to make the European Union a more attractive place to do pharma-
ceutical business generally. Its role thus serves a combination of public
health and industrial policy goals.

This differentiates the EMEA from the fourteen other EU agencies,
which are primarily information-disseminating offices and do not have as
strong a remit or influence on the Commission. The EMEA is thus a quasi-
regulatory body in that it operates a virtual informational monopoly over
pharmaceutical applications, using this to take binding decisions on
market authorization. Additionally, it has full authority over biotechnol-
ogy via the centralized procedure. Still, the EMEA does not wield author-
ity in the manner of the US Food and Drug Administration (FDA).
Comprising a relatively small core staff, it issues recommendations rather
than making policy. Indeed, it is not the agency itself but experts in the
member states working on its behalf who carry out the assessments upon
which the CPMP then bases its opinions. Although none of the EMEA’s
opinions has been rejected, it is officially the Commission that retains the
final say. Moreover, healthcare concerns and pricing and reimbursement
remain catered for at the national level by public regulatory agents.

It is therefore interesting that, in a statement made at the time of the
agency’s inauguration, the Commission claimed that the EMEA represen-
ted above all a benefit to the patient (CEC 1995). Quicker and more trans-
parent approval procedures were cited as central to the discovery of new
medicines and thus to citizens’ health. Indeed, the agency’s first Director
has pointed to some 150 new approvals completed within the centralized
procedure’s 240-day time-frame as indication of this quicker and improved
regime (Sauer 2000). Notwithstanding the member states’ continued
reassessment of applications, the industry too regards the agency as having
delivered a more efficient approval process, reflected by 60 per cent of
applicants declaring themselves satisfied or very satisfied with the work of
the CPMP and 70 per cent satisfied or very satisfied with the ‘trans-
parency, dialogue and advice’ they have received from the agency
(EFPIA-EMEA 1999). But does this ‘efficiency’ really have a positive
impact in public health terms? While there is a link between faster market
access and improved consumer health, it depends entirely on what sort of
drugs are being approved, and here the EMEA has been subject to consid-
erable criticism in relation to concerns over its mandate and an apparent
pro-industry leaning.

One of the fiercest critics comes from within the CPMP. Silvio Garat-
tini, one of the two Italian members, has consistently questioned the
agency’s commitment to public health, as opposed to serving industry. He
has argued that most of the drugs approved via the agency have been
copies, or so-called me-too drugs (Garattini and Bertele’ 2001). These
tend to be drugs on which the companies anticipate good returns. And
with the agency using a rather thin definition of innovation in terms of the
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therapeutic benefit of new drugs — in comparison to the FDA, for example
— ‘need’ has not been a consideration in the drugs it authorizes. Another
example of potential industry bias is that companies have access to the
CPMP’s initial consultation documents concerning their applications. This
either enables them to withdraw their application before a final decision
has been reached, or gives them forewarning of a negative decision so that
they can immediately begin work on an appeal. By contrast, neither con-
sumer nor patient interests are involved in the CPMP’s work.

Further criticism stems from the fact that the companies are able to
choose the national experts who undertake the evaluation of their applica-
tions on the EMEA’s behalf. Companies obviously choose those most
sympathetic to their own interests — in other words, those rapporteurs with
the quickest approval procedures. As Abraham and Lewis (2000) note,
this has led to the United Kingdom, Sweden, France and the Netherlands
being either first- or second-choice rapporteur in the majority of cases.
Again, speed of approval does not necessarily equate to improved public
health, especially when the medicines being authorized are not necessarily
those most needed. Indeed, we are not aware of any evidence to suggest
that EMEA’s quicker approvals have had a measurably positive impact on
citizens’ health. There are further criticisms of the manner in which the
agency works and cooperates with individual companies — often in such a
way as potentially to compromise public health® — but these are beyond
the scope of this chapter.

The point to be made, therefore, is that the premise of a public health
benefit is not really the EMEA’s prime function, nor was it the basis on
which the Commission launched its case for the agency. In initially dis-
cussing the need for a European medicines agency, the main rationale
cited by the Commission, the industry and even the member states was the
need to speed up market access (Permanand 2002). Industry saw mutual
recognition as slow and inefficient, and member states were constantly
raising objections to approvals granted under the procedure. During the
first four years of the CPMP procedure, for example, each of the (only)
four multiple applications submitted was sent back to the Committee by at
least one member state (Hancher 1990), and the industry continued to
express a distinct preference for single market applications.

The relative disuse of mutual recognition represented a major setback
to the Commission’s aims to promote the single market. With the 1992
deadline imminent, and clear signs that the pharmaceutical sector would
not be ready, it was therefore the Commission that first sought to gauge
interest in a European medicines office. In 1988 it circulated a document
asking ‘interested parties’ (the other stakeholders) about the future ‘defin-
itive system’ for the free movement of medicines, also making its own
preference for a European-level answer clear. Although the member
states, industry and consumer interests were initially reluctant, or at least
had differing views on what role a pan-European medicines agency might
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play, the Commission went on to present an initial proposal document in
1990. This incorporated the industry’s demand for a more efficient mul-
tiple market authorization procedure, and invoked Article 100a of the
Treaty — designed to facilitate completion of the single market through
harmonizing national laws — as the requisite legal basis. In the words of
Fernand Sauer, then head of DG III's pharmaceuticals unit, ‘The idea of
creating a single European agency is to make evaluation more efficient’
(as quoted by Koberstein (1993)). But the proposals led to criticism from
consumer interests, such as the BEUC, which accused the Commission of
being ‘more concerned about promoting the recognition of other coun-
tries” medicines, despite differing safety standards.... Proposals for
opening up the market take precedence over those which have to do with
the quality of healthcare’ (as quoted by Orzack (1996)).

The creation of the EMEA thus reflects the clash between health and
industrial interests in the sector. The view is dependent on which camp
one sits in. For instance, while one analyst, who had hitherto criticized the
Community’s authorization process as being too fragmented, proclaimed,
‘At last, a real European milestone ... the importance of this step cannot
be underestimated [sic]” (Albedo 1995), another feared that the agency
mandate would lead to an ‘uneasy’ relationship with national regulatory
authorities, in turn raising ‘questions about public accountability, public
protection, and health’ (Orzack 1996). The reason was that while most
national regulatory systems were designed to protect patients first, the
EMEA (in its own words) instead aims to ‘coordinate the existing scient-
ific resources of the Member States in order to evaluate and supervise
medicinal products ... throughout the whole of the European Union’
(EMEA FAQs). This has led to the above-mentioned ongoing criticism
over the lack of a policy dimension oriented more towards consumers and
healthcare.

It is therefore as a result of early and continued criticism that the Euro-
pean policy-makers have sought to stress the agency’s public health role.
The Commission has even claimed that the agency was established ‘partly
in response to demands from consumers’ organisations ... and the Euro-
pean Parliament” (CEC 2000), even though there is no evidence of this. As
early as 1986, in fact, the BEUC had registered its dissatisfaction that con-
sumer organizations were not formally included in consultations on drug
approval under the CPMP procedure, while the views of industry were in
fact actively solicited (Orzack 1996). The Commission’s change of line
reflects the pressure it subsequently came under from those who felt that
the model the Commission was pursuing lacked transparency, and who
were upset that no consumer or patient representation had been present
during the policy-making process (Mossialos and Abel-Smith 1997). In
reality, the agency’s function reflects, to a considerable degree, the Com-
mission’s preoccupation with the single market. Again in the words of
former Commissioner Bangemann, ‘this decision [creating the agency]
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shows that we have taken an important step towards completion of the
internal market, also for pharmaceutical products’ (as quoted by Albedo
(1995)) — namely, quicker approvals, a binding authorization system and a
mandate that involves helping companies prepare their applications so as
to ensure approval.

From this, it appears that the agency’s design, the grounds on which it
was established, and indeed its function are all decidedly leaning towards
industrial policy. Moreover, the EMEA lies within the jurisdiction of the
Enterprise DG, formerly DG III for industry and the single market. This
may suggest that the EMEA resulted or evolved primarily as ‘spillover’
from the single market programme. But this is only a superficial conclu-
sion, and one that fails to acknowledge the direct role played by the indus-
try and the Commission respectively. For instance, the establishment of
the decentralized and centralized procedures is said to have reflected the
wishes of the industry to avoid a single authorization procedure along the
lines of the FDA, which, it was felt, was unduly bureaucratic and exces-
sively slow (Matthews and Wilson 1998). As regards the Commission’s
hand, in the EMEA’s first annual report the Commission, and DG III in
particular, is cited as primarily responsible for the preparatory work
behind the agency’s establishment (EMEA 1996). The Commission had
actively canvassed advice not only from firms and industry associations,
but also from relevant government departments and national authorities
with regard to their interests in speeding up marketing approval. Both
actively sought an industrial policy role for the new agency — the industry
to facilitate its business, and the Commission to bring the market in line
with the single market and to promote a strong industry — despite later
pronouncements regarding European patients.

In viewing the creation of the agency from within Wilson’s typology,
the beneficiaries were clearly the Commission and the industry. The
EMEA represented a major step in the Commission’s search for (i) a level
playing field for business and an integrated pharmaceuticals market; and
(ii) competitive advantage for the European industry in terms of attracting
and rewarding R&D, and strong global sales by domestic European indus-
try. The quicker approval procedures have obviously also brought a con-
centrated benefit to industry.

In terms of those bearing the costs, the member states feared not only
that their own regulatory authorities were slowly being squeezed out
(although this has not really happened in practice), but also that a stream-
lined authorization procedure would mean rationalization of some indus-
try operations, reducing the industrial contribution of the industry to
national economies. Patients too have perhaps borne certain ‘costs’, in that
there is no proof that they have benefited from the quicker approval times,
least of all in terms of needed medicines.” This is in part because patient
representation via consumer or patient groups was not of serious interest
to the Commission, given its aim to free up market authorization.?
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If one takes the view that the by no means inconsiderable influence of
industry played a major role in actually setting the agency’s mandate, the
establishment of the EMEA may be regarded as a case of ‘client politics’
in the Wilson framework. However, as the discussion has shown, it was the
Commission that instigated proceedings, and that managed to push its own
agenda. This conforms with the ‘entrepreneurial politics’ scenario, espe-
cially as the benefits are so concentrated and the costs so widespread. The
agency thus represented a cost-benefit ratio that decidedly favours the
Commission’s preoccupation with the single market aspect of the pharma-
ceutical sector. It ought not be surprising, therefore, that EMEA’s
mandate reflects this in practice.

Pricing and reimbursement of medicines

As the pricing and reimbursement of drugs is a healthcare competence,
member states retain control over it in their national markets. Demo-
graphic differences, disparities in income, cultural factors and differing
healthcare systems with their consequent approaches to financing have led
to very different strategies among them. Despite the differences, however,
pharmaceutical expenditure in most member states is reimbursed by social
security systems, albeit at different rates. Detailing each of the very differ-
ent national pricing regimes is not possible here; suffice it to say that the
majority of countries employ either (or at times both) direct price controls
or reference pricing mechanisms, the United Kingdom being an exception
in operating a profit control system. This simplification belies a host of
further variables, but the main point is that as medicines are paid for and
delivered via national healthcare systems, none of the member states is
prepared to renounce any autonomy in this regard. Within the context of
the single market these varying regimes cause difficulties, the most trou-
blesome of which is price variations between countries for the same
product. This is unlike price differentials in other sectors, which are more
the result of market forces, and has led to the controversial issue of paral-
lel trade. The Commission has traditionally viewed this distortion as the
major obstacle to establishing a single medicines market and has tried
numerous strategies to address the issue. Most often it has done so in
reference to the ‘free movement’ principles. Three successive initiatives
warrant specific mention.

The first is the initial push for a ‘European’ dimension to member state
pricing methodologies. Directive 89/105/EEC, which came into force in
early 1990, was designed to ensure open and verifiable criteria in member
state pricing and reimbursement decisions within their healthcare systems.
This was to ensure that national policies did not represent a restriction on
the import and export of medicines in the Community — in other words, to
promote the single market. It was in part spurred by several Court rulings
in favour of parallel trade in medicines within the Community.
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The approved Directive was somewhat thinner than the first draft,
issued in 1986, which itself had been subject to numerous revisions. The
European Parliament had made major amendments, ultimately resulting
in the removal of proposed measures to promote price harmonization. In
discussing the final text, approved in April 1988, the Commission was
forced to accept the fact that on the basis of different ‘per capita income,
healthcare systems and traditions of medical practice’, price harmon-
ization at this stage was ‘not realistic’ (Burstall 1992). The Directive’s pre-
amble thus refers simply to ‘further progress towards convergence’, and
the Commission ultimately deemed it an initial move towards eventual
price harmonization via a step-by-step approach.

The Commission did seek to launch a second Transparency Directive,
but there was insufficient support among the other stakeholders to see it
through. Consumers’ interests, such as the BEUC, did not see price con-
trols or harmonization as bringing ‘substantial benefits’ to consumers
(Albedo 1991). The research industry was also unhappy with the Commis-
sion’s renewed interest in price harmonization and, via EFPIA, voiced its
concerns about direct Commission involvement in member state pricing
policies as potentially harmful to business. Finally, the member states — at
least those that responded to a Commission questionnaire in 1992 as a
follow-up to the Transparency Directive — generally emphasized that they
would not accept any Community infringement on their sovereignty where
healthcare was concerned. Thus, in a speech to the United Kingdom’s
Institute of Economic Affairs, ex-Commission Vice-President Leon
Brittan pointed specifically to the principle of subsidiarity as having
limited the further development of Community competence in the area of
pricing (Brittan 1992).

In the light of the stakeholders’ divergent interests vis-d-vis price
harmonization, the Commission’s next step was to identify an area of
common interest. This it tried to do in 1993 with the ‘Communication on
the Outlines of an Industrial Policy for the Pharmaceutical Sector in the
European Community” (COM 1993). It sought to make the case that
European-level policies were needed to sustain and promote the industry
in the face of growing international competition, and that a successful
industry was in everyone’s interest, in both industrial and health policy
terms. The Communication focused on comparative industrial statistics
and provided an assessment of competition policy/legislation in other
major industries and markets, mainly the United States and Japan. As the
Commission’s interest was to generate some movement on pricing (as
necessary for a successful industry), the Communication sought to
encompass the views of the other vested interests.

At least ten different drafts were prepared, with the final version being
very different from initial attempts (Mossialos and Abel-Smith 1997).
There are several reasons for this. One was that a split developed between
the DGs for industry and social policy, as the latter sought to have
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proposals for deregulating drug prices removed (Anon. 1994). Another
reason was that the member states disagreed with the Commission on
several points but also disagreed among themselves. The stated intent of
the Communication to ‘monitor the impact on the functioning of the
internal market of national pharmaceutical pricing and reimbursement
measures ... to assess the need to adapt [the Transparency] Directive in
light of experience’ did not assuage member state concerns regarding their
interests in cost containment (Furniss 1997). Despite shared concerns on
the potential for job losses, they of course voiced different requirements
where industrial policy was concerned.

The BEUC also registered its disapproval, most notably in a 1994
opinion paper criticizing the Commission for ignoring the lack of competi-
tion in the sector and choosing instead to persuade the industry to consoli-
date its position in Europe (BEUC 1994). By contrast, EFPIA warmly
endorsed the Communication. After the document had been shot down by
the Parliament and Council, and there being no legislative follow-up, the
Commission claimed that it had in fact intended the Communication more
as a means of facilitating dialogue than as a final policy statement
(Deboyser 1995).

Building on this ‘inclusive’ approach, the Commission organized a
series of ‘Roundtable’ discussions with the major stakeholders under the
auspices of the Industry Directorate.” Chaired by Commissioner Bange-
mann and meeting twice in Frankfurt (in 1996 and 1997) and once in Paris
(in 1998), the talks were intended to give all stakeholders a platform on
which to express and eventually reconcile their concerns. These meetings
developed out of informal consultations between Dr Bangemann and the
industry through the Joint Task Force on Pharmaceutical Policy. Without
detailing what took place during each meeting, we can identify some
common threads.

First, the Commission seemed to accept the fact that price harmon-
ization would not be likely, at least not via a top-down approach — hence
the need for all parties to sit together. Next, the meetings had very
restricted guest lists: Commission representatives, the industry (EFPIA
and individual companies), national regulatory authorities, various profes-
sional organizations and the member state officials, along with selectively
invited experts. Absent at the first meeting were patient or consumer
interests, although they were present at the second and third rounds. The
media were barred entry to those two later meetings, which led to accusa-
tions of secrecy and deal-making (Furniss 1997). Third, the underlying
theme of all three meetings was the liberalization of the pharmaceutical
market generally, and the specific question of how to pursue a single
pricing regime that would meet the interests of industry, the member
states and consumers in an equitable manner (Huttin 1999). Finally, the
consequences of national price differentials in the European Union — that
is, parallel trade — was a key topic at each gathering. It is one that clearly
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reveals the divisiveness of the pricing question where the stakeholders are
concerned.

Because of differing health and industrial policy priorities, the position
of the member states on parallel trade is nuanced. While they wish to keep
their autonomy over pricing (and have different cost-containment strat-
egies), they also seek to promote their local industry. Germany and the
United Kingdom have sought to discourage the practice of parallel trade,
as it impacts on their strong research-oriented sectors, while countries
such as Denmark and the Netherlands have actively encouraged it as a
manner of reducing costs. The other stakeholders are also divided. The
research-based industry views parallel trade as anti-competitive, while
generic manufacturers are strong supporters. This has resulted in a leading
role for the European Court of Justice, and the Court has traditionally
ruled in favour of the practice. Four days before the first Roundtable, it
delivered a judgment in two joint cases, ruling that price distortions result-
ing from different pricing legislation in a member state were to be reme-
died by Community measures, rather than via national policies that might
be incompatible with free movement rules (ECJ 1996). Although the
Commission endorsed the Court’s stance in its 1998 Communication on
the single market in pharmaceuticals (COM 1998) by stressing the integ-
rative force represented by parallel trade, it also noted the inefficiencies
created. Such divergent views were also heard during the Roundtables.
Consumer representatives and politicians tended to stress the importance
of the practice as a manner of ensuring affordable medicines and sustain-
able healthcare financing, while industry, and to a degree the Commission,
tended to point to the resultant distortions.

Apart from pricing and parallel trade, other points of discussion at the
Roundtables were the role of over-the-counter and generic medicines;
developing Europe as a strong base for pharmaceutical R&D; information
systems and electronic commerce; and the potential effects of EU enlarge-
ment. Despite some common ground having been reached, no real policy
decisions resulted from the meetings. The Commission perhaps became less
dogmatic about price deregulation as the sole way to achieve further
harmonization, endorsing a more gradual approach, but its remit remains
bound by the free movement obligations of the Treaty. As for the other
stakeholders, the continued divisiveness of the pricing issue does not suggest
that any of them changed their views; in part because the Roundtables were
characterized by defensive position-taking, where the invitees spent more
time countering each other’s statements than they did explaining their own
concerns (Kanavos and Mossialos 1999). This reflects the fact that the inter-
ests at stake were, and remain, too sensitive to concede on. Despite meeting
as a group on three occasions, the major stakeholders have been unable to
agree on a way forward, and since Commissioner Bangemann’s departure in
2000, no further Roundtables have been programmed.

The Wilson framework suggests that these disparate views and
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reactions to the prospect of harmonizing pricing and reimbursement indi-
cate that the passing of any regulatory policy is going to be a complicated
affair. The difficulties behind the three Commission initiatives highlighted
reflect this. The stakeholders are all affected by the costs and benefits
involved, but not sufficiently to force a change in the status quo. The
incentives for cooperation in pushing a single agenda are not there, given
the differences in interest, and the Commission lacks the necessary clout,
in legal and policy-making terms, to take the issue of price harmonization
forward.

All actors pursue individualistic lines, so that majoritarian politics
emerge. The Commission’s lack of healthcare competence has seen it rely
on Articles 30-36 on promoting the internal market in order to make any
headway. The subsidiarity principle, Article 152 of the Treaty of Amster-
dam, the need to control healthcare costs in each country, the differences
in member state pharmaceutical industries, markets and drug consumption
patterns, and the income redistribution implications potentially raised by
an EU pricing regime all preclude any willingness on the part of the
member states to rescind authority over medicine pricing.

Along with the costs, the benefits of a harmonized pricing and reim-
bursement regime would thus be widely spread. But as the benefits would
be thin in view of the diffuse costs, the incentive to pursue such a policy is
bound to remain weak and even absent. Given that it is not entirely clear
whether a single European pricing system would in fact prove beneficial to
begin with, there is no real motivation for any actor to try to secure wide-
spread agreement on any front. Therefore, despite the Commission’s best
efforts to galvanize support on the issue, not only do the member states
remain sceptical, but the other stakeholders remain for the most part
happier with the current situation. It may in part be put down to uncer-
tainty over what a harmonized market might actually bring in practice, but
as (industrial and administrative) costs to governments and industry could
potentially be considerable, interest in following the Commission’s lead
has been weak.

Conclusion: the politics of policy in the EU pharmaceutical
sector

It is the issue of market harmonization and the divergent views of the
main stakeholders that ties our three case studies together. Since the 1985
White Paper, the Community’s aim has been harmonization of member
states’ pharmaceutical sectors, and considerable progress has been made.
Yet as the discussion has shown, any further Europeanization of the EU
pharmaceuticals market is a difficult prospect. The interests of the stake-
holders are too disparate for agreement to be reached over the outstand-
ing (healthcare) policy aspects of a comprehensive EU approach to
medicines. The clash between the legal and policy frameworks of the
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Community in the area of health(care) means that the Commission is
unable to force an agenda through.

As this is more observation than an analysis, we employed a theoretical
framework in order to demonstrate that, as there are other factors which
impede progress, there have also been other impetuses for policy beyond
the single market programme. Through the application of Wilson’s
cost—benefit typology, the discussion has shown when and to what extent
European medicines policies have been achievable. Policy outcomes were
shown to be the result of at least three different policy-making styles, with
the fourth corresponding to the wider issue of an integrated medicines
market. This variation is the result of the different cost-benefit configura-
tions in terms of perceived gain and loss to the stakeholders.

Beginning with the Supplementary Protection Certificate, the push for
increased patent protection periods for new drugs was driven by interests
standing to make major gains. Indeed, the content and passing of the legis-
lation shows just how powerful the ‘pharma-lobby’ can be. At the same
time, it also served the Commission’s interest in fostering the single
market and serving Europe’s industrial aims. So, while the Community has
been active in initiating legislation for trademarks, copyrights and patents,
and the SPC may be seen in terms of a natural progression (spillover), it
was more than that. The industry’s arguments about rising costs and loss
of competitive edge in what was one of the few high-technology industries
in which Europe was at the time stronger than the United States or Japan
appealed to the Commission’s interest in maintaining a healthy European
industry. DG III thus pointed to the potential distortions caused by (the
then) twelve different national patent procedures and argued that a
Community-wide patent policy would be the most effective and desirable
approach to overcoming this. Article 100a, which requires the approxima-
tion of national provisions in order to facilitate the internal market,
allowed the Commission grounds on which to make at least initial
representations.

To a considerable extent, therefore, the industry’s and the Commis-
sion’s interests overlapped, and healthcare policy concerns were all but
completely neglected. Deregulating pricing was viewed simply as a way of
fostering the market. Consumer organizations were informed only at a
very late stage. The fact that their agendas were, in a sense, complement-
ary may go some way to explaining how the industry was able to engage in
client politicking to convince the Commission to push through an SPC that
afforded it such a favourable derogation. In fact, client politics appear
particularly relevant to proposals to further harmonize the European
pharmaceuticals market on several counts.

First, the market is dominated by a small number of multinational com-
panies, but, more importantly perhaps, these companies represent a strong
industrial lobby in terms of both financing and the ethical imperative asso-
ciated with medicines. Additionally, members of the public have little
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knowledge about the market and costs, which reduces public opposition to
proposals. Second, there exists deep-rooted disagreement between actors
because of the divisiveness of the issues at stake. The nature of stake-
holder relationships in the pharmaceutical sector is, moreover, unusually
complex, given the health dimension, and consequently offers opportun-
ities to cooperate and reasons to disagree. A third point is that Commun-
ity policy-making is of a multi-level governance structure, which allows
many conduits through which to influence the policy process. What finally
matters is the cost-benefit relationship in which third-party payers (gov-
ernments and insurance funds) bear the costs of medicines (diffuse) while
the benefits promised by a uniform market are mainly simpler market
access and the reduction of manufacturing as well as marketing costs, to
the benefit of industry (concentrated).

Yet the development of the EU regulatory framework for medicines
has not only been about client politicking and successful lobbying by
major actors. This chapter has also shown that the Commission manages
policies in an entrepreneurial way. Its efforts to speed authorization in the
Community, thereby affording itself more say over the industrial aspects
of the sector, were what galvanized interest in a medicines agency. The
other stakeholders were initially reticent about the prospects of a
Community regulatory body for medicines. Indeed, despite its own inter-
ests in rapid market approval, the industry was very sceptical about a pan-
European agency; it was generally content with national regulatory
arrangements. Now of course the industry is a strong supporter of the
EMEA and wants even more of its products to qualify for centralized
approval. Patient interests hold a different view, as their fears over a
‘rubber stamp’ approval process at the expense of more rigorous autho-
rization criteria have in part been realized. Although the EMEA must
take public health and safety into account, it does not exercise executive
decision-making power over health and healthcare matters in a manner
comparable to that of either national authorities or the US FDA. The
Commission has been equally entrepreneurial with respect to issues of
standardization (packing, leaflets, inserts and advertising), again towards
facilitating the single market.?

Our use of the Wilson typology reveals the multi-dimensional nature of
the EU pharmaceutical sector from a policy-making perspective. It shows
what the Commission’s role — limited by a lack of healthcare competence —
has meant in practice, and what the other main stakeholders have done in
response. Different aspects of the EU regulatory framework for medicines
correspond to different configurations in Wilson’s cost-benefit typology.
This is unusual, because regulatory policy in other areas or industries
would generally fit one scenario, perhaps two at most. EU pharmaceutical
policies thus correspond to an industry in which the reaching of regulatory
outcomes is characterized by numerous policy styles: when healthcare con-
cerns are coupled with the interests of a strong and extremely profitable
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industry, the stakes involved are such that there are bound to be major
winners and losers for each and every policy. Equally, the relative gains or
losses per capita will vary. It is because of this that the regulatory issue
under discussion can lead to particular types of policy-making and, ulti-
mately, particular outcomes.

The peculiarity and sensitivity of the sector have ensured that harmon-
ization would not be easy. Albeit incomplete, a strong regulatory frame-
work does exist. Major steps were achieved in the run-up to the single
market, as this gave the Commission the authority to pursue its harmon-
ization aims. The Commission’s obligation to the single market programme
has in turn meant that it has essentially been forced into developing compe-
tences wherever and whenever it could, resulting in a host of disparate
powers. These competences require consolidation under a comprehensive
strategy that tackles the healthcare policy aspects as well. Not only will this
require a major alteration to the Treaty, to overcome the subsidiarity
versus free movement clash, it will also mean moderating the costs and
benefits to the stakeholders to ensure their support. Regulatory policy
towards the full establishment of a single market is in theory achievable via
interest-group politics (Wilson’s fourth policy scenario), but is dependent
on widespread political will, the very factor that is currently lacking.

In conclusion, viewed within the overarching drive to establish a
common European medicines market, the history of European Commun-
ity pharmaceutical regulation up to the 1990s is one of political motiva-
tions and reactionism. It has been primarily about establishing a level
playing field for business in Europe and the maintenance of a strong indus-
try. Although this process has to a considerable extent been spurred by
developments in other major markets, it has equally been restrained by
the clash between the objectives of the single European market along with
the principle of subsidiarity, and the different healthcare interests and
needs of the member states. As it has always involved difficult relations
between a relatively stable group of actors, characterized by consensus-
building to effect policy outcomes, it is a process that lends itself
to scrutiny through a political lens focusing on actor and institutional
behaviour.

Notes

This chapter covers developments until late 2002.

1 The White Paper specifically cited pharmaceuticals as a problem area regarding
the removal of barriers.

2 Directive 65/65/EEC of 26 January 1965 on the approximation of provisions
laid down by law, regulation or administrative action relating to proprietary
medicinal products. Official Journal of the European Communities 1.22,
09.02.65: 369.

3 Directive 75/318/EEC of 20 May 1975 on the approximation of the laws of
member states relating to analytical, pharmacotoxicological and clinical
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4

10

11

12

13

14

15

16

17

18

standards and protocols in respect of the testing of medicinal products. Official
Journal of the European Communities 1.147,09.06.75: 1.

Directive 75/319/EEC of 20 May 1975 on the approximation of provisions laid
down by law, regulation or administrative action relating to medicinal products.
Official Journal of the European Communities 1.147, 09.06.75: 13.

Directive 83/570/EEC amending 65/65/EEC. Official Journal of the European
Communities 1.332,28.11.83: 1.

Directive 87/22/EEC of 22 December 1986 on the approximation of national
measures relating to the placing on the market of high-technology medicinal
products, particularly those derived from biotechnology. Official Journal of the
European Communities 1.15,17.01.87: 38.

Directive 89/105/EEC of 21 December 1988 relating to the transparency of
measures regulating the pricing of medicinal products for human use and their
inclusion within the scope of national health insurance systems. Official Journal
of the European Communities 1.40, 11.02.89: 8.

Directive 92/27/EEC of 31 March 1992 on the labelling of medicinal products
for human use and on package leaflets, Regulation 1786/92 of 18 June 1992
concerning the creation of a supplementary protection certificate for medicinal
products, Directive 92/26/EEC of 31 March 1992 concerning the classification
for the supply of medicinal products for human use, and Directive 92/25/EEC
of 31 March 1992 on the wholesale distribution of medicinal products for
human use.

Resolution 96/C 136/04 of 23 April 1996, designed to implement the outlines of
an industrial policy in the pharmaceutical sector in the European Union. Offi-
cial Journal of the European Communities C136, 08.05.96: 4.

Directive 93/39/EEC of 14 June 1993 amending 65/65/EEC, 75/318/EEC and
75/319/EEC. Official Journal of the European Communities 1.214, 24.08.93: 22.
As macro theories that delineate the pattern and impetus for integration,
neither neo-functionalism nor intergovernmentalism makes any claim to
explain all elements of EU policy-making. In this vein, Hix (1994) points to the
need to differentiate between the politics of the EU policy process and the
process of European integration.

The authors have also applied the framework to the development of EU health
policy; see Mossialos and Permanand (2000).

Other actors, most notably the European Parliament and Court of Justice, also
have major roles. As they are not affected by policy, they are thus seen as sec-
ondary stakeholders for the purpose of our discussion.

Directive 93/104/EC of 23 November 1993 concerning certain aspects of the
organization of working time. Official Journal of the European Communities
L1307, 13.12.93: 18.

According to the EPC, the period of patent protection coverage on a given
product began from the date the seeker of the patent filed for their patent. The
SPC was proposing that the period of protection for new medicines would
begin once the medicine had actually been approved for sale throughout the
Community.

Current estimates put this figure in the vicinity of €500-560 million (EFPIA
2001). These are the industry’s own statistics and, among other things, do not
acknowledge that there is a ceiling in innovation capacity.

Such information would have been impossible for Commission officials and
MEPs to have sourced on their own. Shechter (1998) claims that those MEPs
who did not appear sympathetic to the industry’s stance were not given copies
of the report.

These involved a transition period for Greece, Portugal and Spain (those coun-
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tries that had officially opposed the proposals), allowing them until 1998 to
implement the legislation.

19 The opposition of Greece, Portugal and Spain in the Council of Ministers saw
the twenty-year proposal ultimately shortened to fifteen.

20 The most recent example of the industry’s lobbying success is perhaps the recent
Commission decision to allow companies to provide information on specific drugs
in the cases of AIDS, cancer and asthma therapies. For many critics, this is at best
an implicit endorsement of direct-of-consumer advertising for medicinal products
(banned in Europe under Directive 92/26/EEC), and at worst a first step.

21 This represents the number of experts that the EMEA can in theory call upon,
although most are not used.

22 For an in-depth discussion of how the EMEA’s authorization processes do not
sufficiently take public health requirements/interests into account, especially in
comparison to national agencies, see Abraham and Lewis (2000).

23 In the Commission’s 2000 review of the EU’s market authorization procedures,
interviews with consumer groups reflected their unhappiness with the types of
drugs being approved (Cameron McKenna 2000).

24 Many patient groups are disease specific, and are often sponsored by the indus-
try. Thus, when policy-makers (at both national and EU levels) seek to consult
with these bodies, they are often faced with demands vis-d-vis specific courses
of treatment.

25 Pharmaceutical policy was the remit of DG III (Industry) until the reform of
the European Commission in 1999, and was shared with EMEA following its
institution. DGV (Social Policy) had no competence over pharmaceuticals per
se, though it was involved in health matters. Now the Enterprise DG is respons-
ible for medicines policy.

26 More recent evidence of the Commission’s entrepreneurial role was its sugges-
tion for industry representation on the EMEA management board — a proposal
approved with minor amendment by the European Parliament on first reading
in late 2002.
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3 Bridging European and member
state implementation

The case of medical goods, in vitro
diagnostics and equipment

Christa Altenstetter

Introduction and background

Everywhere, enormous changes in the health sector are under way. Some
are driven by globalizing forces and regional integration, while others
result from domestic healthcare reform. European regulatory integration
and healthcare reform have combined to move medical supplies and
patient-supporting and life-sustaining aids and heavy equipment closer to
centre stage in policy-making and technology assessment. There is increas-
ing concern for the quality of medical services, as well as for medical vigi-
lance of accidents associated with the use of medical devices. There is a
growing realization that medical, environmental and food risks to health
need to be managed better than they have been in the past. Will the man-
agement of health risks — perceived or actual — become a vehicle for
opening up currently closed channels of problem-solving, information,
transparency and accountability at both the European and national levels?

This chapter grew out of an interest in European integration, as well as
the discovery a few years ago of a dearth of information on the medical
device sector, which is in striking contrast to the comprehensively
researched pharmaceutical sector (Altenstetter 1994, 1998a, b). Yet
medical devices are central to clinical practice and patient and home care.
They are at the heart of diagnosis, treatment, prevention and rehabilita-
tion, and are the engine that drives medical progress and innovation. The
lack of attention paid to these devices was surprising, especially at a time
when a debate about cost containment raged in every single member state
of the European Union, and medical devices had begun to come under the
scrutiny of public payers. In its resolution of 7 May 1985 the European
Council had addressed the concerns of the medical device industry by
developing the so-called new-approach legislation for product regulation,
and by adopting the global approach to conformity assessment (Commis-
sion of the European Communities 1994, 1999), affecting seventeen indus-
trial sectors including medical devices.

Medical devices actually are an ideal entry point for the exploration of
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the effects of European regulatory integration: varied outcomes affecting
national regulators, products, manufacturers and distributors,
purchasers/payers, users, patients, and the global medical device market
itself can be observed. Although most device-related issues are primarily
framed in terms of trade, medical device issues really concern public
health. As such, they raise complex cross-cutting issues, internal and exter-
nal to the healthcare system, which intersect with other debates involving
scientific knowledge in several disciplines, as well as political judgements.

The international health policy community and European integration
specialists share with policy-makers, patients and users the assumption
that the products used in clinical practice and home care are safe and of
good quality, and perform as intended by their manufacturers. However,
this is not always the case. Whether patients are recipients of prescription
drugs, medical devices or transplanted tissues does not make a difference;
nor is it a concern whether devices incorporate drugs, whether drugs need
a medical device for delivery to the patient (for example, an asthma
inhaler), whether medical devices are transplants, or whether products
incorporate human cells, biologically or pharmacologically active sub-
stances, or synthetic device-like structures, as long as they can be used
safely and effectively. However, these differentiations matter a great deal
for the development of a legally clear and fair regulatory regime, appropri-
ate regulatory strategies, and feasible mechanisms for compliance,
enforcement and implementation. Regulation is treated as a distinct type
of policy-making (Majone 1996, 1997; Lowi 1964).

A ‘right’ theory of implementation?

To implement is to interpret and execute political decisions. Yet imple-
mentation involves more than simply translating intentions into decisions
and action. In the European context it is also about collective and indi-
vidual learning through trial and error over time (Commission of the
European Communities 2003a) and adaptation of European regulatory
requirements into national contexts. The debate about the ‘right’ theory of
implementation and, in particular, between the proponents of ‘bottom-up’
versus ‘top-down’ perspectives has generated an abundance of literature.
Similarly sterile academic debates about European integration continue
between intergovernmentalism and neo-functionalism, and supranational
governance (Sandholtz and Sweet 1998).

Theoretically, this research focuses instead on fairly standard questions
raised in the tradition of domestic implementation research (Najam 1995;
Goggin et al. 1990; Elmore 1979). In this research tradition, implementa-
tion means tracing the effects of policy on target groups and assessing final
outcomes. This analytical focus is quite different from the unique, legalis-
tic meaning it is given in the European Union-member state nexus (Men-
drinou 1996), which has increasingly come under criticism recently (Borzel
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and Cichowski 2003; Stone Sweet 2003). Drawing a distinction between
pre-decision and post-decision processes of bargaining over compliance
with EU rules, Tallberg and Jonsson (2001: 2) identified three bodies of
literature: public policy research on implementation; legal and political
research on the European Commission’s execution of its functions as
‘guardian of the treaties’; and legal and political research on the inter-
action between the European Court of Justice (ECJ) and national courts
in the decentralized enforcement of EC law. Each research school uses
compliance, enforcement and implementation slightly differently; and the
analytical focus rarely extends past the relations between EU institutions
and member states.

The core issue for domestic implementation research is: what happens
to EU directives after they are transposed into national law? What adapta-
tions to national and local practices are made? Are additional national
requirements added to EU regulations? Blueprints such as the transposed
legislative texts specific to medical devices hardly provide answers to these
questions. Nor does the literature on EU compliance, enforcement and
implementation serve as a basis for plausible statements about potential
outcomes, since this literature primarily addresses the nexus between the
European Union and the member states. In order to find out more about
adaptation and transformation processes, two steps should be taken. First,
a more problem-oriented rather than legalistic perspective of implementa-
tion needs to be adopted; ‘the facts’ and ‘reality’ about implementation
need to be discovered from those directly involved in the process. Second,
the meaning that policy actors give to EU directives once they are trans-
posed into national law needs to be revealed, along with the mixture of
meanings and practices that emerge from shared policy arrangements over
the regulation of medical devices and prior national practices (Yanow
1996). Moreover, as Scharpf noted nearly three decades ago:

[i]t is unlikely, if not impossible, that public policy of any significance
could result from the choice process of any single unified actor. Policy
formation and policy implementation are inevitably the results of
interactions among a plurality of separate actors with separate inter-
ests, goals, and strategies.

(1978: 347)

After thirty years of research on domestic implementation, a scholarly
consensus on a broad research design has emerged, despite disagreements
on some fine points. Five clusters of factors are hypothesized as shaping,
though not determining, the process of implementation and final out-
comes. For this research project, the ‘critical’ components are:

e the content of policy before and after EU directives and the Commun-
ity regulatory regime;
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the context (the degree of dominance of organizational actors);
commitment in support of or in opposition to EU regulatory policy;
capacities (manpower, skills, funds, information and communication);
clients and coalitions (target groups affected by EU regulatory policy,
which include regulators, notified bodies, manufactures, clinicians,
nurses, patients, home caregivers, tissue banks, reimbursement bodies,
etc.).

A discussion of regulatory policy content and context requires further
explanation. The challenges for identifying content and context are huge.
Not only are national officials ‘setting’ and ‘shaping’ EU regulatory policy
(Peterson and Bomberg 1999), they also are key players in domestic
enforcement, monitoring of compliance, and implementation. This dual
role justifies examining EU policy-making at length in a study that primar-
ily focuses on domestic implementation. The traditional paradigm of law
and public administration, as well as an assumed hierarchy of commands
and controls, is widely used in European integration studies. However,
from a problem-oriented domestic implementation perspective, this
framework can be misleading. If we recognize that pure hierarchies hardly
exist, the concept of ‘policy networks’ of interacting actors operating at
different levels of decision-making and action is more appropriate (Héri-
tier et al. 2001; Ladeur 1999; Altenstetter 1994, 2001). Yet one should not
overstate the importance of informal compared to formal provisions
either. In regulatory policy, a formal-legalistic paradigm constitutes reality
in the everyday life of a good many policy actors and relates to important
systemic conditions (legal-administrative, professional, political). Centrally
legitimized norms and rules, and standard operating procedures (SOPs),
are ubiquitous and influence adaptation processes at both European and
national levels (Altenstetter 2003a, 2005). Domestic central actors expect
these mandates to be enforced in a fairly streamlined implementation
process. Yet such rigid control and command mechanisms have never
existed in the fifteen pre-2004 EU member states, nor in any democracy.
Nor do they exist following the enlargement in 2004. On the contrary,
national variations in implementation have significantly increased. Within
their respective constitutional structure and legal and administrative tradi-
tions, France, Germany and the United Kingdom have placed a premium
not only on centralization but also on decentralization, and have felt the
need to strike a balance between European and national central mandates
and their larger home environments. They all experience strong pressures
for decentralization, regionalization, and devolution of government tasks.

EU regulatory policy on medical products is embedded in the creation
of the single market and the new approach to regional integration and
technical harmonization, thus launching a new era in regulatory policy.
Historically, the regulation of medical devices in the member states prior
to 1985 was connected with market correction rather than market cre-
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ation. This novel element raises a number of salient issues about the goals
and impact of EU regulatory policy on domestic implementation. In what
follows, a brief overview of the regulation of medical devices in the Euro-
pean Union is presented. In order to situate EU decision-making on
medical devices within the larger framework of EU governance, I draw on
secondary literature by presenting the core characteristics of decision-
making by EU institutions. I then examine medical device regulation by
committees. Finally, I examine the highly unusual directive on diagnostic
products and domestic implementation.

Regulating medical devices in the European Union and
beyond

The general policy on the single market provides the basic framework for
the three medical device-specific directives. The Council Directive on
Active Implantable Medical Devices (AIMD, 90/385/EEC) of 20 June
1990 has been in force in the member states since 1 January 1993, and the
Council Medical Device Directive (MDD, 93/42/42/EEC) since 1 January
1995. The MDD covers all products that are neither implants nor in vitro
diagnostic products. After a delay of more than seven years, the In Vitro
Diagnostic Directive (IVDD, 98/79/EC) for in vitro diagnostic devices was
finally published on 7 December 1998 in the Official Journal of the Euro-
pean Communities. Not unexpectedly, the IVDD amended the two prior
directives in important ways, as will be detailed below. The IVDD was
supposed to come into force on 7 December 1999 but was postponed to 7
June of the following year because no member state had met the deadline.
Variable transition periods for placing devices on the market applied until
2003, and for putting them into service until 2005. A series of amendments
and additional directives have been put in place since then.! However, the
focus in this contribution is on the three central directives, which roughly
correspond to three very different industrial sectors, as documented in
Table 3.1.

Medical devices are classified according to a fourfold scheme of risks
understood in terms of duration of contact with the human body, degree
of invasiveness, and parts of the anatomy affected. Risk levels are not
identical with the three product categories shown in Table 3.1. Worldwide,
there are about 100,000 low-risk devices (Class I) on the market, 10,000
medium-risk devices (Class Ila), 1,000 higher-risk devices (Class 1Ib) and
about 100 of the highest-risk (Class III). The stricter the risk, the higher
the regulatory requirements. Over the past ten years the most intense con-
troversy has centred around Class IIb and Class III devices and medical
devices that are at the borderline between medical devices and pharma-
ceuticals such as diagnostic products. Some argue that these should be
treated like drugs and thus fall under drug regulation, while others insist
that several items in these two classes should be subject to tougher
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Table 3.1 The heterogeneity of medical devices

Anaesthetic and respiratory Implants for surgery: CEN/TC 285

equipment: CEN/TC 215*

1  Tracheal and breathing tubes 9 Cardiac implants

2 Anaesthetic machines 10 Vascular implants

3 Medical breathing systems 11 Osteosynthesis implants

4 Medical gas supply systems 12 Reconstructive implants

5  Lung ventilators 13 Joint replacement tools

6  Pressure regulators 14 Mechanical contraceptives

7  Flow-metering devices

8  Connectors

Non-active medical devices: Electrical equipment

CEN/TC 205

15 Urinary and drainage catheters 29 X-ray equipment

16 Hypodermic syringes and needles 30 Medical electron systems and

17 Plasma filters accelerators

18 Condoms 31 Cardiac defibrillators and monitors

19 Extra-corporeal circuits 32 Ultrasonic therapy equipment

20 Blood gas exchangers 33 Nerve and muscle stimulators

21 Transfusion and infusion sets 34  Lung ventilators

22 Parenteral devices 35 Electroconvulsive therapy

23 Medical gloves equipment

24 Clinical thermometers 36 Endoscopic equipment

25 Anti-embolism hosiery 37 Baby incubators and radiant

26 Pen injectors warmers

27 Enteral feeding tubes 38 Electrocardiography

28 Surgical tapes and gowns 39 Blood pressure monitoring
equipment

40 External cardiac pacemakers

41 Magnetic resonance equipment

42 Heated pads, blankets and
mattresses

43 Electrically operated hospital beds

Source: Adcock, Sorrel and Watts (1998).

Note
a CEN is the European Standardization Committee (Comité Européen de Normalisation).
TC translates into Technical Committee.

requirements. Some Class IIb products such as breast implants were
recently reclassified as Class III,> and a proposal to bring all borderline
high-risk products under the pharmaceutical regime has had its first
reading in the European Parliament.

In July 2003 the Commission accepted the June 2002 report by the
Medical Device Expert Group (MDEG). According to this report, the
legal framework concerning safety aspects and technological evolution is
appropriate. However, the report noted that there was ample room for
improving domestic implementation through the coordination of post-
market surveillance and vigilance, improving the European Union Data-
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base for Medical Devices (EUDAMED), more consistency in clinical
investigations, better checks over conformity assessment, more trans-
parency and mutual trust among the member states, improved market sur-
veillance, and better cooperation between the Commission and member
states (Commission of the European Communities 2003b). Finally, the
MDEG proposed yet another High Level Committee for Medical
Devices.?

A comparison of the different pathways to market authorization for
medical devices and pharmaceuticals indicates the linkages between the
two regulatory regimes, especially concerning the AIMD and the MDD.
In prior research I found major differences in terms of the historical timing
of regulation, principles of market authorization and strategies of Euro-
pean regulatory policy, including the strengthening of post-market surveil-
lance and improvement of medical vigilance systems (Altenstetter 2002;
Commission of the European Communities 2003a). A brief summary of
the essential components of EU medical device regulation, as exemplified
in the AIMD and MDD, follows. It shows how much leeway is left to the
member states, despite regulatory harmonization at the EU level.*

Regulatory policy on medical devices is based on five principles implied
in new-approach legislation. First, CE-marking® serves as a guarantee of
conformity with particular EU regulations or directives. The mark is a
kind of market authorization, but should not be confused with the pre-
market approval or licensing of individual products or the strict product
testing regime in the pharmaceutical sector, which is subject to old-
approach legislation.® Second, EU directives, which need to be transposed
in their entirety into national law, specify the essential requirements (tech-
nical-scientific and clinical) in highly detailed annexes. These requirements
must be met as a precondition to market authorization. Third, these
annexes reference harmonized European standards (EN) or international
standards by the International Organization for Standardization (ISO),
rather than national standards. Within this framework the member states
have considerable discretion. As a fourth principle of the new approach,
member states can invoke the safeguard clause — Article 36 of the Treaty
of Rome — in the interest of public health. Such action should be based on
reasonable doubt that essential requirements for products are in fact
respected, or on evidence that product standards are applied inappropri-
ately or do not exist. Member states can act within parameters set by the
Commission when a risk is proportional to the actual or perceived risks, is
product specific and is only temporary. France took action regarding
condoms, breast implants and animal tissues, and had an open inquiry into
electrical safety; the United Kingdom took action in regard to Class III
implants. Fifth, and lastly, home-country control governs enforcement and
implementation. Member states have ample discretion to organize imple-
mentation as they see fit, which means that in most cases they decide on
the basis of a legacy of their pre-existing administrative and regulatory
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Table 3.2 Medical device issues and member state sovereign powers

Clinical investigation/evaluation Unregulated medical devices

Labelling Advertisement/promotion

Medical institutions Professional and lay users

Post-market controls and surveillance ~ Reimbursement (NHS or SHI)

Distribution Price-setting (NHS or SHI)

Installation Evaluation (NHS or SHI)

Vigilance Notification/registration for placing on
the market

ideas and practices. Table 3.2 provides a summary of policy issues over
which the member states retain control.

EU ground rules are not tailor-made to fit each category of highly dif-
ferent product ranges as under the old approach. However, to allow for
the unique characteristics of medical devices, exceptions to this five-step
legislative format were made and extra — and largely medicalized — articles
were added. The drafters of the EU directives incorporated clinical inves-
tigations and, after 2001, clinical evaluation into the essential requirements
as follows: the utilization of medical devices must not compromise the clin-
ical state of a patient; medical devices must achieve the performances indi-
cated and stated by the manufacturer; and secondary and undesirable
effects must constitute an acceptable risk based on the state of knowledge.
Risk analysis should identify and anticipate the hazards of medical
devices, and estimate likely risks. Whatever method is used to obtain the
CE mark, the manufacturer is responsible for risk analysis and associated
documentation.’

As already noted above, the IVDD was delayed by eight years
(Altenstetter 2002). However, the European Parliament did not delay it
simply as a show of political force. In recent years, European parliament-
arians from a wide spectrum of political groupings have become increas-
ingly concerned about health and consumer protection issues and health
risks arising from unsafe food, including salmonella in eggs and poultry.
The single most important crisis, which set off intense debate in all polit-
ical arenas and particularly in the European Parliament, was the BSE, or
variant Creutzfeldt—Jakob, disease scare. The risks associated with BSE
and similar transmissible spongiform encephalopathies were of great
concern to consumers, health advocates, scientists and policy-makers, as
well as farmers, industry leaders and distributors. After heated debates,
the European Union banned specific risk material derived from bovine,
ovine and caprine sources in order to eliminate any risk associated with
such material entering the human and animal food chains. The implica-
tions for the medical device industry were clear, since it uses such material
in manufacturing. Stearic acid derivatives are used in the processing of
PVC, polyamide, polyester and other plastics, which come in contact with
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a patient’s body and organs through, for example, the use of surgeons’
gloves.

For a decade now, controversy has raged in EU institutions over regula-
tion of the use of human or animal tissues and derivatives in medical
devices. The European Parliament favoured stiffer regulations in this area
and supported pertinent amendments to the proposed IVDD in March
1996. However, failure to agree on the use of human tissue almost derailed
adoption of the IVDD. In the meantime, France pushed for much stricter
legislation in 1998. At a meeting in November 1997, the Commission and
representatives of EU countries accepted the majority of France’s
requests, but refused the French call for a sixty- or ninety-day pre-market
approval. The adoption of the IVDD was finally saved by separating the
issue of human tissue from the IVD directive, providing a solution palat-
able to all policy-makers.

It took another five years before a draft version of a Human Tissues
and Cell Products Directive, agreed upon by the European Parliament and
Council, began to circulate. The consultation process was closed on 30
September 2002, and the European Parliament voted on it on 16 Decem-
ber 2003. National regulators from France and the United Kingdom on
one side and Germany on the other, seem to have reconciled their differ-
ences; the industry, speaking through the European Confederation of
Medical Devices Associations (EUCOMED 2001a, b, ¢), also sorted out
its differences with the Scientific Committee on Medicinal Products and
Medical Devices (European Commission 2001a). A major bone of con-
tention between the member states and their opponents in industry and
the Commission concerned the method of regulation. Should EU human
tissue rules be developed under the regulatory guidelines for medicinal
products or the medical devices regulatory regime? Alternatively, should a
separate regulatory arrangement be made for human tissue products
under the umbrella of the medical device regime, with a European-wide
Tissue Engineering Regulatory Body (Kent er al. 2003)? The Scientific
Committee’s recommendations for further EU regulatory intervention
was to end debates that had lingered on since the early 1990s.?

From a patient safety perspective, promising yet troubling technological
advances in life-saving and life-enhancing medical devices in clinical prac-
tice and tissue engineering are appearing faster than regulators, the Com-
mission and the industry can agree on solutions. These innovations have
real potential for improving patient care. Synthetic skin and cartilage are
already in use; in the next ten years these will be joined by replacement
parts for the human body, such as heart muscles. Predictably, demand for
access to these products will rise. Yet cost may not necessarily rise with it,
provided old and obsolete technologies and surgical procedures are
replaced by newer, more efficacious ones. As a result of cost concerns in
the past ten years, scientific assessment (evaluation) and political appraisal
of technologies not only provide a new toolbox for cost-containment
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policies in most European countries (International Journal of Technology
Assessment in Health Care 2002, Special Issue) but are insisted upon by
industry. The industry suggests that evaluation should provide ‘timely
access to up-to-date medical care, including medical devices and technolo-
gies’, that healthcare professionals and the industry should play a key role,
and that payers should not have ‘a monopoly on the assessment process’
(HIMA-EUCOMED 1999). Even when all the safeguards for technology
assessment are secured, medical professionals are known to engage in ‘off-
label’ use of high-risk procedures. ‘Off-label’ use, which may harm
patients, primarily concerns the medical profession.

The deciding and managing of health risks is a growing agenda item of
EU institutions. They are concerned with rare diseases; revising product
liability issues (Hodges 1999b); handling health data through the EC Data
Protection Directive (Hodges 1999c¢); reviews of patient consent forms for
breast implants five years after France withdrew silicone gel breast
implants from the market; amending the MDD (Directive 2001/104/EC)
by including substances derived from human blood and blood plasma (as
distinct from human tissues) — an amendment that came into force on 10
January 2002; and many other health-related issues. Finally, a new Com-
mission Decision on medical devices with specific risk materials was
adopted in 2001 and should put an end to feelings on the part of some reg-
ulators that the earlier definition was too lax (EUCOMED 1998).

A battle between the medical device and pharmaceutical regimes may
also have been resolved. A five-year review of the MDD implied that advo-
cates for trade inside the Commission, along with those who favour integra-
tion of the medical device regulatory regime under the pharmaceutical
regulatory regime, would win out. This intra-Commission conflict between
the medical device unit and the pharmaceutical unit inside Directorate-
General Enterprise (previously DG III) influenced, if not dominated, the
debates during 2000 and 2001. The conflict also mirrors the respective pres-
sures of economic interests inside the Commission services. However, argu-
ments based on the distinctive nature of medical devices as compared to
pharmaceuticals carried the day at the EU level. The two regulatory regimes
have not been merged, at least not for the moment. Almost everyone who
influences final decision-making now seems to agree that those medical
devices with the highest risks — for example, those derived from human and
animal tissues — require stricter regulation, and that this should be achieved
within the medical device regime. The umbrella MDD is considered to work
well to the extent that when problems are encountered, they tend to lie in
domestic implementation. As previously mentioned, stakeholders agree that
implementation gaps must be resolved through better domestic implementa-
tion and better European guidelines.

Manufacturers are widely regarded by some as the only group with the
necessary knowledge of medical devices. This has justified the building up
of independent expertise both inside and outside national regulatory agen-
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cies. Yet both groups are reported to know less than is assumed, and con-
siderable differences in interpretation and application by competent
authorities, notified bodies and the industry have been found to exist
(European Commission 2001¢c; Thompson 2000). When a shift was made
from clinical investigations to clinical evaluation, and thus from a Clinical
Investigation Task Force to a Clinical Evaluation Task Force following
opposition from industry representatives, all three groups were found to
be lacking in experience and knowledge.

Policy-making by EU institutions and rule-setting by
committees

Regulatory policy on medical devices is subject to the same legislative
processes and procedures as all EU action. The 1997 Treaty of Amsterdam
added a new committee layer to an already highly complex multi-level
system of governance by committees, also known as the ‘comitology
system’. Committees can be related to the Commission, the Council or the
European Parliament (Maurer and Larsson 2001; Haibach, Schaefer and
Tiirk 2001; Fouilleux, De Maillard and Smith 2001; Neuhold and Polster
2001). Decision-making by committees is nothing new: it has been at the
heart of the EC’s methods since as far back as Jean Monnet. Depending
on the policy area, scientific advice in EU policy-making has been avail-
able through the Commission’s 150 advisory committees, 60 management
committees and 80 regulatory committees. Overall, the number of com-
mittees has grown at the micro, meso and macro levels of EU policy-
making (van Schendelen 1998: 1-22, 277-293). The reasons for these
committees’ importance is that they not only shape policy, but also make,
apply, interpret, evaluate and set new rules, as well as determining existing
and new funding allocations (Haibach, Schaefer and Tiirk 2001: 11). In
1997, new scientific committees for medical products, medical devices and
veterinary science were established (van Schendelen 1998; Joerges and
Vos 1999; Vos 1999a, b; Joerges and Neyer 1997). The Commission now
has to justify its decisions on all internal market proposals with scientific
evidence (Art. 100(3)), and, given the variety of medical products, this
evidence will be generated from a variety of highly differing scientific and
technical fields and working groups within the multi-level committee
system that exists in the medical device field.

Why bother with European committees in a study of domestic imple-
mentation? As a rule of thumb, 80 per cent of decisions on policy details
are made by working groups; another 18 per cent reach the Committee of
Permanent Representatives (COREPER), the diplomatic representation
of the member states and, with the exception of ‘historic decisions and
policy-setting decisions’ (Peterson and Bomberg 1999), very few end up on
the agenda of the Council. Following Peterson and Bomberg’s work,
scholars have widely underestimated who ‘shapes policy content’, in
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contrast to who influences ‘historic decisions’ or who serves as ‘policy-
setting bodies’, namely the Council and Parliament. In Rhinard’s (2000)
assessment, these committees are ‘non-majoritarian bodies, non-transpar-
ent, unaccountable and secretive’. Wessels (1998: 211-218) proposes seven
alternative explanations for these committees’ political significance, in
addition to their role as shapers of policy. Committees are:

watchdogs of the masters of the Treaty;

integral to blocking defence by moribund nation-states;
indicators of spillover and the shifting of loyalty;

home to smooth technocratic problem-solving;

part of the mega-bureaucracy plot;

indicators of a non-hierarchical system beyond the state;
arenas for merging administrative and political systems.

Given these political roles, Wessels suggests, committees are a key vari-
able explaining EU governance as a multi-level system, and should be part
of the search for a dynamic and comprehensive middle-range theory.

In Community risk regulation, much is at stake when scientific decision-
making has the last word. This was amply demonstrated in the BSE crisis,
when the Scientific Committee on Veterinary Medicine delivered the
scientific opinion as to whether trade sanctions on British beef should be
lifted. The committee was chaired by a representative from the same
country against which the product ban was first imposed and then to be
lifted (Matthews 1998a, b). Under these circumstances, claims of scientific
independence and objectivity are questionable. In any event, a risk-averse
public is as disturbed by the presence of scientific evidence as by the
absence thereof, as shown in the case of genetically modified micro-
organisms (GMMOs) and novel food (Landfried 1999). 1 agree with
Joerges and Vos (1999; see also Vos 1999a, b) and others that risk regula-
tion is both a political and a technical issue, and that it requires some
democratic legitimacy, accountability and transparency.

Decision-making by committees is justified because of the complexity of
issues that need to be resolved. Problem-solving can best be done by insu-
lating decision-makers from politics. Supposedly, network members are in
a position to search for the ‘best’ solutions based on current know-how
and benchmarking of good or ‘best’ regulatory practices. Empirical data
confirm the existence and workings of a similar multi-level committee
system with similar tasks, functions and composition in the medical device
field, to which we now turn.

Medical device regulation by committees

The study of decision-making by medical device-specific committees is
non-existent in European policy and integration studies. Yet these com-
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mittees decide rules and standards for safety, quality, performance and
clinical efficacy for all patients in Europe and beyond. Their influence has
also been growing enormously, in part as a function of highly complex
issues involved in this field and in part as a means of inter-administrative
cooperation and coordination across the Brussels services and national
services in the interest of public health.

The complexity of problems to be resolved relating to medical devices
is immense. Defining borderline products or concepts such as the ‘lifetime’
of a medical device or the meaning of ‘shelf life’, ‘service life’, ‘regulatory
life’ or ‘unknown regulatory life’ (enforcement action) (Bennetts 2001) is
not at issue. In my view, what are at stake are the following issues: are
standard-setting and rule-making committees neutral and independent of
lobbies and economic interests? Where do public health interests come in?
Do officials work for public health or, alternatively, unhampered trade?
And which national officials from which departments or offices are
represented in the EU-based committees when particular kinds of issues
are decided and become binding on domestic implementers? Are the most
appropriate spokespersons diplomats with an interest in pursuing national
interests, generalists with an interest in rules for free trade, or specialists of
the medical device field who are most likely to pursue public health inter-
ests? Answers to these questions require more in-depth research. What
can be pieced together is the profile of decision-making and rule-setting
bodies for medical devices from a variety of sources through triangulation.
My research and field notes indicate that Wessels’s explanations for com-
mittee significance fully apply to decision-making on medical devices.
Accordingly, in the medical device field European and national political
and administrative spaces are merging in highly complex ways, as in other
policy domains (Organization for Economic Cooperation and Develop-
ment 1998).

Decision-making by committees must distinguish between four (soon to
be five) decision-making layers. The first layer consists of two standing
committees: the Committee on Medical Devices, which routinely has
served as the main regulatory committee, and the Committee on Stand-
ards and Technical Regulation. In 1997 an Article 7 Committee was
created, which met for the second time only in the autumn of 2001, accord-
ing to a Commission source. The regulatory committee is made up of rep-
resentatives of national administrations and Commission services. The
Commission chairs the meeting, sets the agenda and submits issues to the
committee for decision-making (Art. 2(a)) and/or ‘for information or a
simple exchange of views, either on the Chairman’s initiative, or at the
written request of a committee’ (Council Decision 1999/468/EC, Official
Journal of the European Communities 2001/C38/03, 6.2.2001). If no agree-
ment is reached, the next step will be a decision by the Council or, the ulti-
mate step, a procedure before the Court of Justice (Hodges 1999a). Given
the fact that the Article 7 Committee met for a second time only in the
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autumn of 2001, the question arises as to whether decision-makers were
idle between 1997 and 2001. But in practice, EU procedures (Council
Decision 1999/468/EC) allow for a formula by which MDEG meetings are
conducted in two separate parts. In a general meeting, input from all
parties of the MDEG group is solicited (Art. 2(b)); a second part of the
meeting is declared a meeting of the regulatory committee and includes
the Commission and national officials only (European Commission
2001Db).

The second decision-making layer is the Medical Device Expert Group
(MDEG), composed of representatives from the Commission, competent
authorities, notified bodies and, recently, candidate countries. Industry is
also represented through EUCOMED, the European trade association.
‘Industry’ in this case really refers to globally operating multinationals and
their products. Although EUCOMED’s membership includes small and
medium-sized firms, their representatives are seldom found on the atten-
dees list. Finally, a third layer includes seven working groups (plus several
subcommittees) made up of a Commission official and representatives
from industry and notified bodies. The working groups concern the follow-
ing: accreditation and surveillance of notified bodies; device classification,
with a subcommittee on BSE; vigilance with a subcommittee on data man-
agement/exchange; silicone gel breast implants, with a subcommittee on
auditing; dental amalgam; drug/device issues, with a subcommittee on
latex allergy; and, finally, meeting of notified bodies. Fourth, scientific
advice on issues specific to medical devices is provided by the Scientific
Committee on Medicinal Products and Medical Devices.” The Commission
announced the creation of a new High Level Group for medical devices,
‘allowing for consultation and mutual information between Commission
and national authorities on issues in relation to medical devices’ (Commis-
sion of the European Communities 2003b: 40).

Three additional features, which describe the nature of EU policy-
making by committees — consensual decision-making between actors
drawn from existing networks, low procedural formality and an underlying
ethos of technocratic and managerial problem-solving (Rhinard 2000: 8-9)
— apply to the multi-layered committee system for medical devices. First,
technocratic problem-solving increases with distance from the top layer.
Why should we be concerned when allegedly the best experts from indus-
try and government make health decisions? The story told here and else-
where suggests that there are differing views on the best scientific
standards and rules, and these differences affect the safety of products.
Devices can perform well but be clinically ineffective. Committees are
insulated from the public, meet behind closed doors, decide in secrecy and
are not held accountable to any elected body. With the exceptions of draft
directives, most decisions on highly scientific and specific issues no longer
appear on the agenda of the Council, the Commission or the European
Parliament.
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Second, a need for consensus-building on scientific advice among the
major stakeholders and new institutional dynamics may mask intense
political-ideological and interprofessional conflicts over risk issues that
were predominant as recently as a few years ago. Yet the public remains
concerned about risks to health in most EU countries and is reluctant to
accept consensus-based scientific evidence, as shown by the debates in the
European Parliament and its committees over the BSE crisis, breast
implants, patient consent forms, or similar topics involving decision-
making and health risk management.

Third, a focus on scientific decision-making tends to privilege the larger
member states, which possess the necessary expertise and scientific capac-
ity (Joerges and Vos 1999; Vos 1999b). This conclusion resonates with
observations from the medical device field. Sources close to the regulatory
process note that France, Germany and the United Kingdom were allowed
to lead the process from 1990 onwards, while the remaining member states
basically took a back seat behind the ‘big three’. Together with Italy, the
‘big three’ propose, bargain, and recommend rules for action; prior to
enlargement in 2004, they controlled forty votes out of the sixty-two
needed for a qualified majority in the Council (Art. 205 of the Treaty of
Amsterdam, previously Art. 148 of the Treaty of Maastricht). In the in
vitro diagnostics sector the two main players are France and Germany,
which usually act jointly on behalf of other countries. A similar distribu-
tion of influence by industrial interests and countries can be expected for
the remaining committees relevant in this field.

In fact, the distribution of influence and power can be seen in the medical
device field from EU-level committees to the global committee structure,
the Global Harmonization Task Force (GHTF) for medical devices, which
is concerned with global regulatory convergence. The composition of the
GHTF and its four sub-committees tends to be dominated by Anglo-Saxon
representatives from large multinational corporations on both sides of the
Atlantic, despite efforts to rotate the chair between geographic regions. EU-
level working groups seem to be dominated by representatives of industries
located in the ‘big three’ countries regardless of whether they represent
native European corporations or subsidiaries of US companies. ISO and
International Electrical Committee (IEC) standard-setting committees show
a similar representative pattern, with national standard-setting bodies
playing an important role. Data and preliminary analysis on the origin and
participation of international scientific elites suggest a similar pattern; but a
systematic assessment is still required (Altenstetter 2001).

The In Vitro Diagnostic Directive and domestic
implementation

After having transposed directives, member states are able to organize
their own methods and mechanisms for implementation. While past
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research focused heavily on the AIMD, the MDD and the three crucial
stakeholders — national regulators, manufacturers and notified bodies
(Altenstetter 2002) — this section will focus on the particularities of the
IVDD. For domestic implementation of pre-market controls, national reg-
ulators have three policy instruments at their disposal: inspection of manu-
facturers, evaluations, and post-market controls. Their use depends on
resources and capacities, which vary significantly across the fifteen pre-
2004 member states. Prior to the IVDD and depending on the country, a
‘piecemeal approach’ to regulation existed. The oldest and most compre-
hensive legislation existed in Germany (1978, covering groups of prod-
ucts), France (1982, covering all diagnostic products), Spain (1987,
covering HIV and hepatitis tests) and Italy (1991, HIV). Outside the
Union, Austria and Switzerland had also implemented regulation (in
response to AIDS). According to an industry insider (Suppo 1997; 2000:
S4.1), diagnostic companies reacted in ‘patchwork fashion’ to the ‘patch-
work nature of regulation’.

The IVDD follows the legal architecture of the AIMD and MDD.
However, it contains a number of provisions and complex annexes that
make it a highly unusual new-approach directive in at least three ways:
rules and procedures are quasi-harmonized at the European Union level;
registration and notification requirements, which are normally seen as
trade barriers, are introduced; and, similarly to pharmaceutical regulation,
common technical specifications (CTSs) are established for evaluation, re-
evaluation and batch verification. While the IVDD covers heavy equip-
ment and computer laboratory systems and in vitro diagnostic (IVD)
products, the following comments apply to in vitro products only. Typ-
ically, IVD products are single-use devices; when they fail to perform as
intended, they constitute unacceptable health risks and mislead those car-
rying out analysis and diagnosis. Unlike essential requirements for the
AIMDD and the MDD, CTSs make the evaluation of clinical and analyti-
cal data mandatory; reliance on performance as intended by the manu-
facturer under the previous two regulations is considered insufficient. In
mid-2002 a consensus on draft CTSs for high-risk devices emerged among
the major stakeholders. In the past, the industry and the Commission
refused special requirements for IVD products. CTSs were pushed by
national regulators led by France with the support of Germany and other
countries (Regulatory Affairs Journal (Devices), January—March 2002: 37).

Power-sharing between the European Union and member states leans
towards the former in the implementation of the IVDD. In this case,
member states are not entirely free to choose methods of implementation,
as they are under the MDD and AIMDD. Moreover, the IVDD has pro-
duced spillover effects on medical institutions, laboratory medicine, diag-
nosis and analysis, and free-standing laboratories, thus raising fine legal
points probably understood only by a few legal specialists from the United
States and Europe. Delays in implementation are normal events and not
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peculiar to medical devices. The IVDD was adopted in December 1998,
eight years after a first draft was discussed in the European Union. It was
to be transposed by 7 June 2000, and after December 2003 only CE-
marked IVD medical products were to be placed on the market. Yet most
countries did not make the deadline, which was postponed until 6 June
2000 (Regulatory Affairs Journal (Devices), February 2000: 45). Table 3.3
illustrates [IVDD implementation status as of August 2001.

In vitro diagnostic products were grouped into four categories accord-
ing to the risks to public health and/or patient treatment:

e general products;

e self-testing items;

e Annex II List A, which includes, among other things, test kits for
rubella, toxoplasmosis, phenylketonuria and blood glucose;

e Annex II List B, which includes test kits for HIV, human T-cell lym-
photrophic virus (HTLV), hepatitis, and some blood grouping prod-
ucts, including those used to test donated blood.

Data generation, collection, analysis and evaluation of IVD products
follow the same four categories. Unlike previous national regulation in a
few member states, the IVDD covers not only reagents, but also automa-
tons, robots, computers, etc. The inclusion of entire laboratory systems in
the scope of the Directive led to enormous uncertainties among all parties
involved for the period from 1999 to 2001. Moreover, when the IVDD was
adopted, no one really knew or understood the meaning of the above lists.
Legal consequences ensued, depending on whether transposition was
‘deliberately’ or ‘accidentally’ out of line with the scope of the Directive
(Hodges 1999a). Delays in designating ten notified bodies specifically
accredited for handling conformity assessment procedures and quality
control of IVD products added to the uncertainty.

IVD products are high-risk products and as such require registration
and notification of manufacturers, authorized representatives, distributors,
and products. In the United Kingdom, manufacturers must register with
the Medical Device Agency (MDA), which in 2002 was merged with the
Medicines Control Agency to become the Medicines and Healthcare
Products Regulatory Agency (MHRA). In France they register with the
French Agency for Health and Product Safety (AFSSAPS), and in
Germany with the Federal Institute for Drugs and Medical Devices
(BfArM). Registration in other EU countries can also be with a regulatory
agency located in the same area as the head office of the company. In the
event of problems with IVD products, this agency serves as a lead agency,
even though the products may have been distributed in another country.
National regulators can, but need not, require registration of products
prior to their launch on the market. When they regulate, they must not
exceed EU provisions. Manufacturers must obtain a certificate from one
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of the ten notified bodies specifically accredited for IVD products.
Member states have discretion to impose additional restrictions, and have
used this opportunity in many of the policy areas listed in Table 3.2. For
biotechnology firms, safety reporting regulations are more challenging
than for other medical device manufacturers. Regulations differ, depend-
ing on the product — drugs, biological entities, devices, or biological prod-
ucts — as well as the country, and on whether reporting refers to clinical
investigation (now evaluation) in the pre-market phase or during post-
market surveillance (Kingma 1998). All in vitro diagnostics share one
experience: the speed of technological innovation tends to outpace the
speed of regulation even faster than with other medical devices.

For the recall of products, the IVDD stipulates that where a member
state requires medical practitioners, medical institutions or the organizers
of external quality assessment schemes to inform the national lead agency
(or, in EU legalese, so-called competent authorities) of any incident
referred to in the directive’s first paragraph, it must take the necessary
steps to ensure that the manufacturer of the device concerned or its
authorized representative is also informed of the incident (Art. 11(2) of
the IVDD). The exact definition of ‘manufacturer’ (Articles 1, 2f),
however, is of real concern to the industry. The IVD industry is extremely
complex: not only do companies purchase components from other firms,
but sometimes the entire product is made by another company. Regulators
in countries that have already developed some form of IVD regulation are
well aware of these hurdles to determining accountability for manufacture
(Suppo 2000: S4.12).

The IVDD differentiates between ‘placing on the market’ and ‘putting
into service’. The latter can have several meanings and, depending on the
meaning, invokes the responsibility of different actors. A product can be
‘put into service’ after installation of any special equipment, upon delivery
at the hospital, only at the moment of use, or even when products are put
in a catalogue or advertised on the Internet. ‘Home-brewed products’
were exempt from the IVDD under pressure from lobbying by UK micro-
biologists, who feared that the products they prepared in laboratories
would fall under the scope of the IVDD (Suppo 2000: S4.12). The ‘big two’
in the IVD field did not object, since the issue posed no threat to their
industries. However, in-house manufactured products ranging from home-
brewed products to the sterilization of single-use devices for multiple use
in hospitals may come under the purview of EU regulation in the future.
On 10 May 2001 the European Court of Justice ruled against a Danish
hospital whose in-house manufactured product caused medical harm. This
EC]J ruling introduced a requirement whereby all such in-house manufac-
tured products may come under the product liability directive as amended
(85/374/ECC; Clinica June 2001: 962).
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Reporting procedures

Since there is no social science information in this field, in order to under-
stand problem-oriented implementation we have to rely on industry
sources. If the issues addressed in Table 3.4 are not resolved, they can pose
serious health risks to patients and users, particularly in countries that
have had no regulation at all. Inconsistencies in terminology and differing
interpretations of the reporting requirements by national regulators
in each country are reported. The information appears credible and
plausible.

National variations across member states

The objective of EU regulation is to secure uniform interpretation, appli-
cation and implementation in all states of the European Union. Yet there
is a paradox. Although member states are more restricted concerning
implementation of IVD products than concerning medical devices,
uniform reporting of accidents and near-accidents in the European Union
has a long way to go (Altenstetter 2003b). The European Diagnostics
Manufacturers Association drafted a European form for use; however,
national forms were developed instead in Sweden, the United Kingdom,
Belgium, Denmark, France, Germany and Spain (Brown 2000). France,
Germany and the United Kingdom, which regulated IVD products prior
to EU regulation, continue to use their own routines, data banks and
forms for reporting accidents and incidents with these unusual products.
For example, the British MDA required medical devices used in clinical
investigations to be subject to reporting requirements; it thus went beyond
the scope of the non-binding EC Vigilance Guidelines. In addition, the

Table 3.4 Experience with reporting of adverse incidents due to IVD products

The information available, while considerable, is of poor quality.

Competent authorities (CAs) demand early answers when information is not
available or relevant; redundant reporting requirements lead to redundant
queries from CAs.

Some CAs do not hear appeals from manufacturers.

Independent experts are unavailable in some sectors, and sometimes only
available to CAs.

Some overreaction to problems (e.g. breast implants).

Directives use inconsistent terminology and exclude important requirements,
including the following:

1 The AIMD has no notification requirement in case of incidents involving
clinical trial devices.

2 The IVDD has no undertaking requirements when Annex V (Type testing)
is combined with Annex VIII (Production Quality Assurance).

3 The EC Vigilance Guidelines have no legal status.

Source: Regulatory Affairs Journal (Devices) May 2001: 147.
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MDA requires observance of product-specific guidelines for breast
implants, heart valves and joint replacements, as well as guidelines for
recalls and post-marketing surveillance of hip joints.

The German Ministry of Health has extended long-established prac-
tices to require a safety officer in hospitals under hospital legislation and
regulation of medical devices and IVD products. A safety officer must be
based in Germany to represent a manufacturer, importer or authorized
representative. Germany intends to report adverse incidents on German
forms, in addition to those included in the non-binding EC Vigilance
Guidelines. Similarly, French regulation requires a vigilance correspon-
dent to represent a manufacturer and its authorized representative.
AFSSAPS also requires French forms in addition to those recommended
for use in the EC Guidelines. AFSSAPS requires reporting, in French, of
serious injury or death without delay, contrary to EU regulation, and near-
incidents on a quarterly basis.

While it may seem odd to outline these highly technical details of the
regulatory process, they are not irrelevant for policy. Instead, they point to
important observations about the member states: a strong legacy of past
administrative practices; a desire to control path-dependent regulatory
mechanisms and processes; a lack of trust across the member states; a
desire to educate their own target groups in the health sector; and a pref-
erence for their own tools of compliance, enforcement and problem-
oriented implementation. These circumstances hint at the difficulty of
systematic cross-national research on reporting injuries, death or near-
death: data are not comparable, and researchers are faced with compli-
cated methodological and definitional problems (Altenstetter 2003a, b). In
the Commission’s words, ‘statistical data on reported cases are extremely
heterogeneous’, ranging from comprehensive reporting by France and the
United Kingdom, primary reliance on reporting by manufacturers in
Germany, to very limited reporting in most other countries, as docu-
mented in Table 3.5.1°

The European regulatory data bank for medical devices, EUDAMED,
follows legal and administrative categories for registering incidents, acci-
dents, deaths, and recalls of medical and in vitro devices. In November
2001 the data bank was reviewed by the MDEG. In the Commission’s
view, EUDAMED is ‘not captive’ to industry, is ‘user-friendly’ and
reflects ‘state of the art’ knowledge (Brekelmans and Nonneman 2000).
But when the juror serves as jury, the situation is murky. On the other
hand, a case for a centralized regulatory data bank at the EU level can be
made; its advocates see virtue in streamlining information generation, col-
lection and assessment. In contrast, the ‘big three’, while not opposed to
EUDAMED, see advantages in a decentralized regulatory and informa-
tion system that they control.

The suggestion that national administrative practices and arrangements
are losing ground under the pressures of Europeanization and even
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globalization of medical device regulation may be premature. By examin-
ing the items on the GHTF agenda, we can document global and regional
convergence of regulatory goals, strategies and ideas about quality, safety
and performance standards, and about evaluation in the case of IVD prod-
ucts. On the other hand, Commission data (2003b) and ‘grey’ literature
report on the divergence of regulatory arrangements and procedures
across the ‘big three’, and the twenty-five EU member states (Altenstetter
2005). Rather than diminishing, the importance of the ‘regulatory state’ is
increasing under the cross-pressures of global and regional regulation and
domestic healthcare reforms. Instead of regional convergence, national
variations will further increase after enlargement in 2004.

The power-sharing arrangements between the EU and member states
do legitimize variations in regulatory responses to medical technologies
and health risks. In addition, the principle of subsidiarity further encour-
ages not only the coexistence of European and national initiatives but also
various responses. Below the national level, the medical device regulatory
regime, which consists of four sub-regimes, features many more differ-
ences in implementation and outcomes than are already identified in a
single country case at the level of macro and meso structures (Altenstetter
2003a).

Concluding comments and lessons

With the passage of the three medical device directives, most European
countries have been asked for the first time to control the market access of
medical devices, engage in post-market surveillance and establish a vigi-
lance process in the interests of users and patients. Prior to Community
regulation, France and Germany operated a statutory regime and the
United Kingdom a voluntary regime; each focused on different aspects.
For example, in France only a small proportion of healthcare products
were subject to regulation in the 1980s. By contrast, Germany’s long-
established focus on the safety of equipment led to the requirement of a
safety officer in hospitals as early as the 1970s, and the United Kingdom’s
voluntary reporting has been in place for the past forty years or so. The
major challenges for all three are to adapt a legacy of prior practices and
rules to new ones, to apply and interpret European legislation, and to
strengthen medical vigilance and incident reporting while maintaining the
health protection standards achieved prior to the Community system.
Reliance on a complex mixture of European and national rules and proce-
dures is a fact of public administration and management in these and the
remaining member states.

The drafting of the AIMDD in 1990 and the MDD in 1993, the redraft-
ing of the IVDD in 1997-1998 and again in 2002, as well as the drafting of
a human tissue and cell products directive since 2002 has produced
significant changes, in addition to a number of Commission Decisions. In
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particular, one can observe a process of differentiation, toughening and
reclassification of the highest-risk products, such as breast implants, heart
valves, stents and joint replacements. Stakeholders, in particular in the
IVD field, have rallied behind higher protection levels in the interest of
public health. They have favoured the harmonization of EU rules on the
one hand while upholding national preferences on the other. France is
submitting all medical devices to evaluation procedures similar to those
that apply to pharmaceuticals in order to prove that new products have
higher benefit/risk ratios than older ones. If a product or procedure is
found not to have an added value when compared to existing procedures
and therapies, it will not be included in the national benefits catalogue and
reimbursed by public payers. British regulators share similar views. In the
past decade both countries have become veterans of using technology
assessment to aid decision-making for new breakthrough technologies. A
laggard for close to a decade, Germany has now endorsed the view that
the litmus test of breakthrough therapies is whether they show higher
benefit to risk ratios than established products, therapies and surgical pro-
cedures. Though the German enterprise of technology assessment is small
and capacities are rather limited, it was aggressively pursued by the minis-
ter of health for disease management programmes in time for the federal
elections in September 2002. In the future the Commission (2003b) will
insist on more harmonized implementation throughout the member states.

In fact, there is a considerable gap between the rhetoric of assessing
medical devices to aid decisions on including new therapies and proce-
dures in national benefits catalogues, de-listing ineffective therapies and
procedures, and substituting clinically effective and possibly cost-effective
therapies and procedures. In all three countries, risk—benefit analysis and
technology assessment in healthcare, while presented as objective science,
are used for decisions on coverage, reimbursement and price-setting by
the British National Health Service and the French and German statutory
health insurance programmes. This view may contrast with those of advo-
cates of healthcare technology assessment (HTA) and evidence-based
medicine. Yet even advocates of rigorous evaluation as a precondition for
market authorization — that is, obtaining the CE mark — admit that the
process will always involve problems, perhaps even unsolvable ones. If
central findings of technology assessment and recommendations through
practice guidelines are relevant for national decision-makers only and do
not trickle down to clinical practice and patient care, they may have little
more than symbolic value despite being costly. But normative declarations
cannot be equated with empirical evidence. Whether a shift from rhetoric
to reality has actually occurred needs to be documented.

Most regulators and industry leaders agree that the process and pro-
cedure for market access — that is, CE-marking — need improvement, as do
post-market surveillance and adverse incident reporting in each member
state. National regulators agree on grand goals, but differ on much more:
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how to strengthen oversight and enforcement over certification bodies;
whether and, if so, to what extent they can rely on product approvals from
third countries; and whether reporting requirements should include as
large a target audience as possible, including medical institutions, users
and patients, or only manufacturers, as is the case in Germany. However,
all three agree on stricter harmonized European standards (EN) and inter-
national standards (ISO), as well as common technical specifications
(CTSs) for the manufacture of IVDs.

The European Commission and the industry dislike unilateral national
measures. Member states do not hesitate to engage in their own proactive
and reactive strategies when they consider them necessary. By the same
token, member states support the development of European rules, pro-
vided they leave room for national rules and action. Over the past ten
years, industry leaders and policy-makers from the three countries have
pushed hard for the establishment of a medical device regulatory regime
distinct from the entrenched regulatory regime for pharmaceuticals. Bor-
derline products were the exceptions. With dramatic medical advances
such as tissue engineering being made during this period, another layer of
reality is catching up with the key actors. However, the fourth directive on
human tissues and cell products is expected to offer clarity and end uncer-
tainties. Eventually, the sectoral regulatory regime for medical devices will
consist of four sub-regimes, each with distinct requirements and mechan-
isms. In a decade, the learning curve across all stakeholders has been con-
siderable. There remains a widely shared dilemma: knowledge production
and innovations outpace appropriate regulatory responses.

Several lessons emerge from this research on medical device regulation.
First, the research speaks of the complexity of the relationship between
European law and national law, and between emerging highly specialized
European and national case law pertinent to medical devices.

Second, it points to two factors impacting upon national policy autonomy
in the health field: autonomy is being eroded by the implications of single-
market directives; and, through separate processes, autonomy is expanding
at the same time through benchmarking for ‘best regulatory practices’
across a multi-level committee system that spans the global, transnational
and national levels and allegedly includes the world’s best experts.

A third lesson is that the pre-eminence of domestic institutions, admin-
istrative capacities and national preferences are characteristics of regula-
tory practices in medical devices.

Fourth, to the extent that European health policy exists at all, it is
fundamentally linked to the European regulatory policy rooted in the cre-
ation of a single market, which produces many cross-cutting issues and
effects on healthcare systems. The regulation of medical devices has
involved considerable learning through trial and error, correction and
adaptation as well as feedback of experience, and information-sharing and
new insights have been put to work over a ten-year period.
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A fifth lesson is that regulation linked to market creation does not have
to be a race to the bottom. In fact, global and regional regulatory harmon-
ization of medical devices has not lowered standards. Rather, the quality,
safety and performance standards and the evaluation, re-evaluation and
batch verification of IVD products have raised the safety threshold in the
European Union and beyond. Finally, despite a growing body of literature
on healthcare in the European Union, we still have a shortage of system-
atic empirical data and information on the effects of the single market and
European regulations on healthcare systems. While the OECD data bank
has advanced cross-national research in the health sector considerably
over the past two decades, it has not facilitated systematic comparative
analysis of medical devices and innovations, post-marketing surveillance
or medical vigilance systems; nor has the European regulatory database,
EUDAMED. We still do not have systematic information on reimburse-
ment, pricing and price-setting, purchasing practices, site planning of
heavy medical equipment, the cost of training of highly skilled staff, equip-
ment utilization, or equipment maintenance and servicing over and above
what was known in the early 1990s (Banta et al. 1994). The conditions
under which information between investors, clinical investigators and
vendors are transferred are well-kept secrets, as is information on test sites
for medical devices and sites funded by medical supplier firms. How
healthcare reformers in most European countries can achieve the savings
they promise by building bridges between local delivery sites and distribu-
tors, vendors and purchasers, in the absence of information, remains a
mystery.

Using previous research as a guide has meant that an agenda for future
research emerges. In the health sector the politics of policy-making frame-
work has been favoured over other approaches to explain national devel-
opments in health systems and path-dependent interpretations of policy
formulation and adoption. Yet in domestic implementation studies, path-
dependent developments and structures are even more significant. ‘Path-
breaking’ reforms that are enacted may be stopped short, delayed, altered
or subverted in implementation, and this is true regardless of whether we
consider the implementation of transposed EU directives or of domestic
legislation. Also, path-dependent explanations in one sub-sector do not
explain developments in another sub-sector and are often insensitive to
sectoral variations in implementation. For example, who would have pre-
dicted that the medical device regime would consist of four directives
which, as a minimum, can entail up to four distinct institutional arrange-
ments for implementation in a country?

To understand the effects of Europeanization on healthcare policies, we
need to complement the politics of policy-making framework with insights
from comparative public policy, EU governance and European integration
studies. Four research traditions in particular may be helpful in this
regard: the national adaptation framework (Héritier et al. 2001); the liter-



The EU and member state implementation 107

ature that attempts to come to grips with the various facets of Euro-
peanization (Bache 2003); a policy implementation framework that inte-
grates a top-down and a bottom-up perspective and focuses on
organizational actors and interdependent multi-organizational systems and
networks rather than hierarchies; and sectoral and issue-oriented studies
specific to a policy sector. Studies on economically significant sectors
should be supplemented by studies on politically sensitive sectors such as
pharmaceuticals, medical products and food safety. All four traditions
relate to the multi-level, multi-unit and multi-actor nature of governance
and networking; single-actor systems with a clear locus of responsibility
and accountability do not exist. Empirical evidence for the merging of
European administrative space and national space (OECD 1998) can only
result from a plurality of approaches. Though they are changing, national
structures, administrative arrangements and procedures remain firmly in
place.

Notes

I want to thank the GSF-Medis Institute and its successor, the Institute of Health
Economics and Healthcare Management (IMG), in Munich, Germany, for provid-
ing me with uninterrupted research support and a stimulating environment during
a ten-year period; the Research Foundation of the City University of New York
for approving several research grants between 1994 and 2000; and the Institut d’E-
tudes Politiques de Paris and the London School of Economics and Political
Science for their support during my sabbatical in 1999-2000.

1 Several additional directives are relevant for the enforcement of the three main
directives. The most recent directives are Directive 2003/63/CE amending
Directive 2001/83/CE; Directive 2003/32/CE of April 2003 concerning the use
of tissues of animal origin; and Directive 2003/12/CE on the up-classification of
breast implants. Other relevant directives include the Clinical Trials Directive
(2001/20/EC), adopted on 4 April 2001; the so-called Blood Directive
(2000/70/EC), adopted on 23 October 2001; and the much earlier Personal Pro-
tective Equipment Directive (89/686/EEC), adopted on 21 December 1989.

2 For details, go to http://www.europa.ceu.int/rapid/start/cgi/guesten (accessed 12
July 2003).

3 Dr David Jeffreys, Head of Devices Sector, MHRA (UK), speaking about reg-
ulatory reform in Europe at the AdvaMed International Conference in Wash-
ington, D.C. on 9 September 2003 (http://www.AdvaMed.org, accessed 10 July
2003). The European Parliament adopted a fourth directive on Quality and
Safety for Human Tissues and Cells on 16 December 2003. This topic was ini-
tially on the agenda of medical device regulation in the early 1990s but could
not be resolved as a result of major disagreements between France on the one
hand and the Commission and other member states on the other. Human
tissues and cells were initially covered by the IVDD adopted in December 1998
but had to be dropped to secure the passage of the IVDD.

4 http://www.europa.eu.int/comm/enterprise/medical_devices/tissue/index.htm
(accessed 12 July 2003).

5 Contrary to common understanding, CE does not stand for the French term for
‘European Community’; rather, it means ‘Conformity with European regula-
tions and directives’ (Conformité Européenne).
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6 The old approach (1969-1984) introduced five different methods of harmon-
ization: total harmonization; optimal harmonization; reference to standards;
conditional recognition of approval; and mutual recognition of approval.

7 Risk assessment, a risk management process and a risk-benefit analysis are
preconditions for market authorization. Risk assessment may be described as ‘a
scientifically based process comprising four steps: hazard identification, hazard
characterization, exposure assessment and risk characterization’.

8 This directive is the subject of a cross-national project on Tissue Engineering
and Governance (TERG) operating out of the University of Cardiff and
including Alex Faulkner, Julie Kent, Ingrid Geesink and David Fitzpatrick.

9 For a list of the Committee’s Opinions, go to http:/europa.eu.int/comm.
food/fs/sc/scmp/index_en.html.

10 For a record on reports by competent authorities, go to http://www.europa.
eu.int/comm/enterprise/medical_devices/ca/notif_report.htm  (accessed 12
August 2003).
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4 European food safety policies

Between a single market and a
political crisis

Christophe Clergeau

Is health a pretext or a real objective in debate on food safety? The food
issue is above all a matter of economic actors — farmers, consumers, food
processing industries, storage and transport firms, and retailers — all trying
to organize the market to their best advantage. Yet food safety has pro-
gressively become a key component of European Union (EU) health
policy, as the evolution of the Treaties attests. The Treaty of Amsterdam
stipulates that the harmonization of national legislations has to aim for a
high level of consumer protection in which available scientific data are
taken into account (Art. 95). Veterinary and phytosanitary issues, which
formerly fell under the Common Agricultural Policy, are now covered by
Art. 152 on public health.

The Union has adopted comprehensive food laws in which the general
principles, standards and procedures of food safety regulation are defined.
European Commission inspectors ensure that this Community law is
observed uniformly throughout the Union. Two separate administrations
are responsible for its implementation. Within the Commission the Direc-
torate-General for Health and Consumer Protection drafts food legislation
and supervises controls. It also has supervisory authority over the Euro-
pean Food Safety Authority (EFSA). This semi-independent agency eval-
uates risks for human, animal and plant health and serves as a forum for
solving conflict between national expert bodies. It thus appears that food
policy has been incorporated into the European Union’s health policies
and that the protection of human health is now the major concern guiding
public action in this domain. But how can we explain the fact that it took
four years for products likely to be contaminated by bovine spongiform
encephalopathy (BSE), identified in 1996, to be banned and destroyed
throughout the Union? Why has the controversy over genetically modified
organisms (GMOs), which continues to fuel conflict between the pro-
GMO EU Commission and anti-GMO countries, still not been settled?

The complexity of this relationship between food and health in
Community policies is explained by its history, which can be summed up in
three phases corresponding to three different Community policy orienta-
tions. During the first phase, covering the period up to the mad cow crisis
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in 1996, food issues were split into two policy subsystems: the Common
Agricultural Policy (CAP) subsystem and the foodstuffs subsystem. Food-
stuffs were considered to be industrial products among others and were
therefore covered by the general rules of the single market. Attempts to
unify food policies came up against resistance from the CAP subsystem.
The health dimension came into play only from the point of view of
product safety and scarcely at all from a nutritional point of view. Food
safety was seen as a potential obstacle to the free movement of goods,
both within Europe and internationally, before becoming a real public
health issue. At that stage the idea behind a food agency was not to guar-
antee food safety but to improve the Union’s administrative capacity to
pass regulations and monitor their application.

This subordination of public health issues to economic considerations
led up to the mad cow crisis in 1996 and the beginning of the second
historical phase. The outcome of this crisis was a set of major EU reforms.
The Treaty of Amsterdam granted more importance to the protection of
health; scientific committees were reformed and their power enhanced;
and all functions of expertise and control concerning food were grouped
under a new directorate-general. Yet this unification of food-related
matters was partial. Economic legislation and organization were still split
between the CAP and the foodstuffs subsystems, and European political
actors deliberately limited reforms to emergency measures for dealing
with the political crisis triggered by the mad cow crisis.

From 1999, other crises were to pave the way for a new set of reforms,
the creation of the Directorate-General for Health and Consumer Protec-
tion, and the setting up of EFSA. All the essential tools of Community
food policy were grouped together within these two administrations, and
European intervention was more forcefully asserted. Yet tension still
remains between the two objectives of protecting health and ensuring the
smooth functioning of the market. The absence of clear political choices
has led to contradictory decisions. This chapter sets out to explore these
three phases in the development of European food safety policy, with a
view to understanding the limits of its health dimension and the uncertain-
ties concerning its future.

The Common Agricultural Policy and the internal market:
food between two separate subsystems

Although it is an obvious category of daily life, food was previously a non-
object in Community policy. The anteriority of the CAP regarding unifica-
tion of the internal market and its specificity gave rise to an autonomous
policy sector. Annex II of the Treaty of Rome, with reference to Art. 38,
defines a positive list of products that benefit from the measures of the
CAP. These correspond to primary agricultural products such as meat or
cereals, which in this Chapter I refer to as ‘agrifood’. Other products,
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called foodstuffs as opposed to agrifood, automatically fall under the
common regulations applied to goods circulating in the European Eco-
nomic Community (EEC). Until 1996 this initial distinction induced the
development of two distinct policy subsystems characterized by very dif-
ferent legal underpinnings, institutions and public policy styles.

For the actors of the CAP, both DG VI (Agriculture) and the leading
agricultural organizations, food was not an issue that warranted attention.
It was confused with the objective of developing productivity in order to
supply markets with sufficient quantities at the lowest possible cost. Imple-
mentation of the CAP led to the development of extensive veterinary and
phytosanitary legislation for product safety, but this legislation was con-
sidered above all as a component of agricultural productivity.

As regards foodstuffs, with the new approach of harmonizing national
legislation and the project of completing the internal market, new public
policy principles and tools were developed, and the emphasis put on their
universal scope and capacity to regulate all food-related issues. The Food
Division of DG III (Industry and the Internal Market), the food indus-
tries, European consumer unions and Members of the European Parlia-
ment (MEPs) all considered that the separation between agricultural
products and foodstuffs was meaningless and had to be removed. In rela-
tion to the economic and technical realities of food, this separation was
artificial; it was a constant factor of interaction and conflict between agri-
cultural policy and a foodstuffs single market. Understanding this conflict
requires a successive examination of the two different subsystems.

Foodstuff safety: invention of a Community policy between
single market and scientific expertise

The first attempt at harmonization of national legislation to create a real
common market for foodstuffs was a failure. The wish to give each
product a Community definition came up against national peculiarities and
the rules of unanimous decision-making. It was the Court of Justice of the
European Union that ended the deadlock with its Cassis de Dijon ruling.
This decision set the principle of mutual recognition by specifying that any
product produced legally in an EU country could be sold commercially in
another country of the EU without having to comply with the legislation
of that country. This principle could be limited only in the name of manda-
tory requirements such as environmental protection, and protection of
consumers’ rights and their health. In the early 1980s the Delors Commis-
sion revived European construction around completion of the single
market and a new approach to harmonization of national legislation. In
the area of food it became essential to harmonize legislation on mandatory
requirements so that these would no longer be a source of new obstacles
to the free movement of foodstuffs. Between 1985 and 1995, public pol-
icies on foodstuffs developed in four main directions: control of national
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technical standards and regulations; revision of legislation relating to prod-
ucts that may be dangerous for human health; enactment of general health
rules that the actors had to comply with, although they were free to choose
the means for doing so; and fine-tuning of regulatory systems in which
scientific expertise and political decision-making were articulated (Smith
1994). The policy to protect consumers and their health, in the name of
which most Community public action relating to foodstuffs was taken, was
one of the measures accompanying the establishment of a single market
initiated by the Commission. But there can be no doubt as to its motiva-
tion. At the time, Community intervention in the field of health and con-
sumer protection was primarily aimed not at setting a high standard of
protection, but at achieving harmonization, which would deprive member
states of the possibility of justifying impediments to trade in the name of
mandatory requirements. Health remained subordinate to achievement of
the single market goal (Smith 1994).

This orientation generated conflict around the definition of the level of
protection specified in the legal documents that set the new standards.
Two advocacy coalitions confronted each other (Sabatier and Jenkins-
Smith 1999); whereas DG III and the agrifood industry, fully in favour of
the single market, tried to limit the level of constraints on the economic
actors, the European Parliament, a co-legislator in this field, European
consumer unions and the Commission’s Consumer Protection Service
strove to raise the level of protection. Yet these two coalitions agreed in
essence, for both were in favour of European construction and the success-
ful accomplishment of the single market. They shared a similar conception
of the principles of food safety regulation, and especially the role of scient-
ific expertise.

Community food safety policy was based on two pillars. The 1993
Directive' on the hygiene of foodstuffs stipulated that producers had a
general obligation to identify and manage health risks related to their
activities. It established microbiological criteria (e.g. regarding listeria and
salmonella) and rules of hygiene to comply with, but left producers free to
choose the means for doing so. These means had to be defined on the basis
of the Hazard Analysis Critical Control Points (HACCP) system, which
relates to the critical points in the chain of production. This orientation
attests to the will to encourage professionals to take specific steps in this
respect. The creation of standards, the core of Community policy, was
entrusted to DG III and its Standing Committee on Foodstuffs (StCF).
This committee consisted of representatives of the member states and
acted as a regulatory body. Its mission was to draft legislation, define man-
agerial methods for the application of Community legislation, and validate
national technical standards and regulations on which the Commission had
to be notified.

This apparatus and legislation specifically on products associated with a
potential health risk were based on scientific information produced by the
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Scientific Committee for Food (SCF). The SCF, reformed several times
since its inception in 1974, was the Commission’s reference in its concep-
tion of scientific expertise. Members of the committee were appointed by
the Commission for their scientific competence, to ensure their autonomy
from any form of political pressure. Their independence regarding eco-
nomic considerations was guaranteed by compulsory expression of inter-
ests. The committee’s work, often based on consensus, was confidential,
but opinions were often published. The aim was to manage scientific
expertise objectively, totally unconstrained by economic, political or any
other interests. Gradually the SCF’s role was increased, not only by the
Community institutions, which recognized the quality of its work and
made consultation with it mandatory, but also by the Court of Justice of
the European Communities (CJEC), which based its rulings on the com-
mittee’s opinions (Vos 2000). Thus, the role and influence of the scientific
community were progressively enhanced. In an area marked by uncer-
tainty and the complexity of problems, this committee was responsible for
producing information on which the definition of standards and the resolu-
tion of conflicts between institutions were based. Information and opinions
produced by the SCF were the groundwork of the formulation of stand-
ards by the StCF. During deliberations organized within the StCF, only
arguments based on scientific discourse were considered valid; political
and national preferences were secondary. The primary role granted to
scientific references facilitated the development of social learning and the
emergence of a common culture based on the definition of solutions to
problems objectified by expertise (Joerges and Neyer 1997). Yet this role
of science did not necessarily imply the predominance of the search for an
optimal level of health protection. The object of this regulatory commit-
tee’s work was above all to set standards to promote the accomplishment
of the single market.

The development of this European policy raised two new questions.
The first concerned the maintenance of the separation between agrifood
and foodstuffs that circulated within the same market and posed fairly
similar product safety problems. The second question concerned the Com-
mission’s capacity to meet the needs of production of scientific data,
formulation of standards, and control of their implementation. The vast
majority of actors in the foodstuffs subsystem considered that food policies
needed to be grouped together. They argued for the adoption of a frame-
work directive in order to develop a comprehensive approach to the food
chain and to extend the regulatory apparatus based on scientific expertise
to agricultural products. They furthermore considered that the Commis-
sion ought to be more effective. In their opinion, the production of scient-
ific expertise needed to be enhanced so that the numerous new products
available could be evaluated and European interests defended at the
Wor