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1. Introduction: European regulatory governancpharmaceuticals

1. Introduction: European regulatory governance of phamaceuticals

“Since the beginning of its presence in the worithn has been fighting against pain,
unhappiness, and diseases. For this purpose, sevesas have been tried; among them, the
most frequently used has been (and is still) dfy@#bongue, 2005: 309)

“Adverse drug reactions (ADRs — a response to aieimedwhich is noxious and unintended)
present a major public health burden in the EU. |t.i$ estimated that 197,000 deaths per
year in the EU are caused by ADRs and that the sotzietal cost of ADRs in the EU is €79

billion. [original emphasis]” (European Commissi@008: 3)

Pharmaceuticals represent a commonly used therapetdrvention and can help to avoid
more extensive and costly forms of medical treatnfeithtenberg, 1996; Neumann et al.,
2000). Beyond itdunctional importance, the production of pharmaceuticals eggnts an
important industrial sector, on the global andoradl scale. The same is true for the European
Union (EU): due to its high-technology profile atite importance for employment and job
growth, it ranked high on the EU’s important Lisbstnategy and played a key role in the
European Commission’s new Europe 2020 strategyoffaan Commission, 2010; Koivusalo,
2006). Traditionally, the pharmaceutical sector basn the target of far reaching public
intervention, transforming the pharmaceutical maggel industry into one of the most highly
regulated fields (Mossialos et al., 2004: 1). Tremtomponent of pharmaceutical regulation
can be characterized aafety regulatiorof pharmaceutical products. Looking at the EU, the
high degree of regulation has been mainly driveraligagic event, namely thghalidomide
disaster. However, regulation is not confined to pharmaczutsafety. Based on the peculiar
character of pharmaceutical demand and supplyctimerol of pharmaceutical prices and
expenditure represents another area of regulatatgrviention. Given severe budget
constraints and constantly rising pharmaceuticgbeaditure, European member states
adopted a plethora of measures to regulate pricastérbach, 2004; Zweifel et al., 2009).
While the regulation of costs in EU member statas temained largely unaffected by EU
influence, the opposite is true for the regulatioh pharmaceutical safety. Since the
Thalidomidecrisis, supranational influence has constantly @mtinuously expanded in this
regulatory field: Starting with the first directivissued in 1965, effectively establishing

binding criteria for market approval (quality, dgfeand efficacy) to the creation of

! Released in 1957 in West Germany under the irn@amtergan the sleeping pill caused peripheral neuritis

in pregnant women and lead to the birth of babiéh wongenital anomalies in several thousand cases
(Permanand, 2006: 1).



1.1 Research questions

manufacturing standards, several attempts to ésttaBluropean approval procedures and,
perhaps most importantly, the creation of an inddpat EU agency, the European Medicines
Agency (EMA) in 1995

1.1 Research questions

The witnessed developments raise two interrelatesbtgpns, forming the central pattern of

investigation of this study.

The first question relates to the delegation olitapry competencies in the pharmaceutical
sector. Pharmaceuticals are important for the remarice of public health but at the same
time represent a consumption risk. Therefore, tleednfor public intervention arises.

Governments play an important role in the finanagharmaceuticals and the protection of
their citizens from potentially harmful productdélprotection of its citizens is one of the key
tasks of the state. The evident delegation of e#gty powers to the European level in the
field of risk regulation thus seems to be at odith Whe member states’ need to legitimize
their activities. In light of this contradictiomhd first question underlying this study is: why
are member states willing to delegate competenniéise area of pharmaceutical regulation

and in the field of risk regulation in more gendemms?

Following from the witnessed delegation of (riskegulatory tasks in the pharmaceutical
sector, the second research question is, in howh&arEuropeanization of pharmaceutical
regulation has impacted on the quality of regutatémd its effectiveness. Delegation to the
supranational level is commonly justified on effiecy grounds and functional reasons, while
European regulatory quality seems to be perceigea given (Dehousse, 2008; Haas, 1958;
Majone, 1996b, 2006). However, the superiority afdpean regulation and the performance
of the European regulatory state no longer remachallenged. While European regulatory
activity has expanded in many fields, it does mans to coincide with a higher acceptance of
the European regulatory state and the EuropeannUatitarge. In fact, the EU is claimed to
face a severe social legitimatory crisis (Arnull \&incott, 2002b), often related to a
democratic deficit. Adetter output and therefore regulation seems to be thie teaer in
order to advance the social legitimacy of the EaespUnion (Scharpf, 1999), the analysis of
existing regulatory policy and governance strudusenecessary. This is even more important
given the constant evolution of European regulatstryictures resulting in independent

2 Until December 2009 the EMA has been calfedopean Agency for the Evaluation of Medicinal Product

(EMEA). For the sake of consistency, the term EMA wélused throughout this study.
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regulatory agencies (Bernstein, 1972; Chiti, 2000ked through a rather long chain of

indirect legitimacy to the European demos.

The study thus tries to assess European pharmealketggulation against the backdrop of
European integration, risk regulatory theory areldkerall social legitimacy of the European
Union. Before turning to the theoretical base, aedle design and structure of the inquiry, the

present study has to be put into the context ehésrresearch on the subject.

1.2  Previous research on European pharmaceutical regulien

Even though pharmaceutical regulation and espgdiadl respective independent regulatory
agency (EMA) have been mentioned in a vast numbieEwopean studies, European
pharmaceutical regulation still represents an uneeearched field. Most studies mainly use
the case of pharmaceutical regulation as an exaofgkiccessful) sectoral integration and/or
to test theories of European integration (Kelen&994; Majone, 1997, 1999; Vogel, 1998,
2001). A second strand of research focuses exellyson the regulatory structure and more
specifically the EMA as an example of a strong pean independent agency (Borréas et al.,
2007; Chiti, 2000; Eberlein & Grande, 2005; Flemch2007; Groenleer, 2009; R. D.
Kelemen, 2004). In contrast, only few authors h&eused exclusively on the field of
pharmaceutical regulation in their studies. Theksoof Jirgen Feick (Broscheid & Feick,
2005; Feick, 2000, 2002, 2004, 2005a, 2005b, 2Qu8)n Abraham (Abraham, 1994, 2002a,
2003, 2005; Abraham & Davis, 2007; Abraham & Lew2§00) and Elias Mossialos (
Mossialos & McKee, 2002; Mossialos et al., 19%&rmanandet al., 2006) have to be
highlighted in this regard. Beyond the studiegadly mentioned, only three monographs,
analyzing European pharmaceutical regulation frgmoldical science perspective, have been

published so far.

The first oneRegulating medicines in Eurofy John Abraham and Graham Lewis (2000),
reviews pharmaceutical regulation from the perspeaif medical sociology and focuses on
“how medicines are controlled in the European Un(igbl), with particular emphasis on the
sociology and political economy of medicines regald@ (2000: 1). Drawing on the political
economy of regulation, Abraham & Lewis analysechidetiropean level regulatory structures
as well as national regulatory systems in Germ&uweden and the UK. The study is based
on interviews conducted with various stakeholdeosnf both the private and public sphere.

Abraham and Lewis identify a neo-corporate biagulatory capture and a strong focus on
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efficiency in pharmaceutical regulation. Furthermothe current system is classified as a
closed system, ignoring the public interest ancaively blocking the inclusion of lay
perceptions in drug approval (2000: 202-218).

As the titleEU pharmaceutical regulation — the politics of pglimakingindicates, Govin
Permanand (2006) focuses on the policy making g@nd the interaction of affected
stakeholders leading to the European pharmaceutemime. Instead of perceiving the
confluence between industry’s interests and thefaan Commission’s free market agenda
as a problem per se, he considers it as an explgntgctor for the emerging regulatory
regime. Using a policy network approach, Permangoeés on to analyze European
pharmaceutical regulation based on three caseestuthe transformation of the property
protection regime affecting pharmaceuticals, thaldshment of the EMA and the lack of a
reimbursement and pricing policy on the Europear!l€2006: 13). As his interest is mainly
on how “policies are made” (2006: 201) Permanaraivdrheavily on a concept by James Q.
Wilson (1980), distinguishing between differenttdizutions of policy costs and benefits and
the resulting policy-making dynamics. Based on fofitics of policyconcept, Permanand
derives at several conclusions regarding the emeggef the current European regulatory
framework. In his view, pharmaceutical regulatierthe result of a struggle between various
stakeholder interests, although heavily influenbgdndustry’s preferences. The dominance
of industrial interests results from the consisyent€ industrial preferences over time, the
confluence between the Commission’s and the phauati@al industry’s interests and the
wish of the Commission to expand its power in “phaceutical matters” (Permanand, 2006:
194). Regarding his second research question helud®s that the current state of
pharmaceutical regulation "shows a regime thamaltely favors producer interests before
those of consumers” (2006: 204).

The latest in-depth study has bdrisk regulation in the single market: the goverramnd
foodstuff and pharmaceuticals in the European UrbgrSebastian Krapohl (2008). Krapohl
uses a comparative research design in order toearibvee interrelated questions:
“Why did different supranational regulatory institns for products traded on the single market\s/l
Are some regulatory institutions more efficientrihathers, and, if so, why? What are the factors tha
determine their democratic legitimacy and theiregtance by EU citizens?” (Krapohl, 2008: 2)
He applies a historical-institutionalist approaohahalyse the respective regulatory regimes.
Krapohl applies a more general research designeadrdtes the developments in the

respective policy fields as a whole. While the gtigl partially designed to test hypotheses
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derived from historical institutionalism regardirthe institutional development in both
sectors, emphasis is put on the efficiency anditegcy of the regulatory regimes. Turning to
the findings of his analysis, Krapohl views the egemce of European pharmaceutical
regulation as the result of path-dependencies. SeEtaip of comparatively strong national
regulatory agencies in the aftermath of the Thathuie crisis rendered European integration
via mutual recognition impossible and led to theeegence of a new European regulatory
procedure and agency (Krapohl, 2008: 185). Theieficy of the regulatory regime in his
view results from the credible commitment of memsiates, the high degree of legalisation
and the continuous scrutiny of European courtsallinKrapohl identifies output legitimacy
as the key lever to legitimize the European regmategime, as input legitimacy is limited
by the credible commitments of member states tad¢lpective regime (Krapohl, 2008: 185-
189).

1.3 Research focus of the present study

Considering the research focus and approach of iquevresearch on European
pharmaceutical regulation, the present study diffetterms of the main research interests, the
theoretical foundations and the design of the iryquiihe main aim is neither to test theories
of European integration nor to reanalyze the peti@king process. Instead the study
provides an analysis of regulatory quality and affeness, focusing on the governance of
the sector and the implementation stage. Whereapdft addresses the issue of regulatory
quality to some extent, the efficiency of the catneegulatory regime is not the main focus of
the inquiry. Instead, the effectiveness of the entrregime, depicting the degree of regulatory
goal attainment, serves as a yardstick for evalnativhile the importance of regulatory
governance and outcomes is at least mentioned byralious studies, the concrete
evaluation of regulatory governance features mooenmently in this inquiry. It thus tries to

provide a more inclusive analysis of European plaasutical regulation.

1.3.1Theoretical approach, research design and methodaiy

The study applies a rational choice-institutiortaipproach (Peters, 2000) to analyze the
regulatory regime and to explain the emergence wbiean competencies in this sector.

While sharing Krapohl's theoretical approach astda a certain degree, it does not share the
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perception that the emergence of European pharrmeakexegulation can be explained solely
by invoking functional reasons e.g. being a credibbmmitment of the member states
(Krapohl, 2008: 23). In contrast, it offers an duial (and micro-founded) explanatory
factor for the delegation of risk regulation to tBeropean level by drawing on the concept of
blame avoidance (Hood, 2002; Hood & Rothstein, 20W&aver, 1986) and depoliticisation
(Burnham, 2001; Flinders & Buller, 2006While an analysis of regulation must include
preferences and goals of stakeholders, this stodg dot share the assumptions put forward
by some of the previous works in the field. Acknedding the importance of scientific
objectivity (Weber, 1904), a more neutral perspectn stakeholders and the pharmaceutical

industry more specifically is advocated.

In order to answer the underlying research questitime study employs a predominantly
qualitative approach, drawing on existing dataic@f documentation and secondary sources.
In an attempt to derive partially generalisableultss quantitative data is utilized. Beyond
publicly available basic health statistics as vesllpharmaceutical market and demographic
data, however, data availability and reliabilitppfed to be a major challengds it will be
discussed in greater detail, transparency is ventdd in the pharmaceutical sector,
expanding to the availability of data (Abraham &ulig, 1998)> While market data would be
principally available through specialized commdrcigroviders, this would imply
considerable costs. While it has been possiblétai information by drawing on secondary
sources, industrial associations and regulatorpuregs, data remains incomplete. The
utilized data must be interpreted cautiously, sinested interests feature prominently in the
pharmaceutical sector (Godlee, 2010; Wilson, 19809reover, the reliability of health
outcome data proofed to be problematic as wellingafor a cautious interpretation of the
results presented in this study. In light of thessrictions, the study adopts a predominantly
qualitative approach, incorporating quantitativealgsis to complement (qualitatively)
derived findings to the extent possible. The emgtbyesearch design and methodology
therefore partially draws on an approach that leaently risen to prominence within the

The idea of using blame avoidance for the expiandtas been mentioned, although to a very limitetent,

by Jurgen Feick (2002).

An additional indication of data restrictions daaseen in the relatively small number of compeeatiealth
economic studies of the European pharmaceutictdrsec

This problem seems to be specifically striking caned to the situation in the US. Furthermore, data
shortages might explain the lack of previous resean European pharmaceutical regulation espedialy

the perspective of health economics.
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social science under the common heading of triatigui® By applying different methods
and perspectives on the underlying research olgegtore holistic understanding is enabled
while the hazard of a systematic research biassezhiy the employment of single and
unfitting analytical approaches, is effectivelyuwedd (Pickel, 2009; Wolf, 2007).

The conclusions and findings developed in this ywtadge mainly drawn from two types of
sources. First, the study employs secondary lilezafrom the field of political science,
medicine, (health) economics and law as well asokmyy, anthropology and psychology,
partially covering the underlying research questio®econd, the inquiry uses primary
sources, comprised of European legislation, in fafndirectives and regulations, official
European and national documents as well as puioiisabf national and European regulatory
authorities, associations and interest groups.ri@#hodological challenge must therefore be
seen in the linkage of these specific sourcestemritor different purposes and heterogeneous
target audiences and often resonating vested stgengith the overarching research questions
of the present inquiry. In order to meet this datadle, interpretation of secondary sources,
even though mainly based on a political sciencepmative, has to apply a multidisciplinary
view on the regulation of pharmaceuticals includilegal, economic, sociological and
medical perspectives.

Turning to the actual research design, this studly facus on the analysis of European
pharmaceutical regulation. This limitation seemséojustified by thespecificcharacter of
pharmaceutical regulation, rendering the comparisasther regulatory fields unsuitable. The
study thus tries to capture and evaluate (regyptigvelopments on the policy, governance
and outcome level throughout time. Given the speaiégulatory structure of European
pharmaceutical regulation, no in—depth assessnfemdtmnal structures and their changes is
pursued. Instead of assessing the relative dedrgeadity and effectiveness by comparing
policy fields, the study develops a general, noiveaframework for the evaluation of
regulation. The selected approach allows assedsivwgjopments over time and deriving more

general conclusions on the overall effectivenedsusbpean pharmaceutical regulation.

® Besides an increased number of textbooks addgessamgulation and the use ofixed methodéCreswell,

2009; Flick, 2008; Pickel, 2009), thiwurnal of Mixed Methods Researgbublished for the first time in
2007, dedicates itself to the advancement of tipecazh.
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1.3.2 Scope of the study

Since pharmaceutical regulation represents a congpld multifaceted subject, it is necessary
to clearly define the boundaries of this enquirheTstudy investigates the regulation of
pharmaceutical safety in the European Union, fogugn the regulation of prescription
medicine, leaving the regulation of homeopathic heal medicine aside. While the inquiry
focuses on theld EU 15 member states, the regulatory impact omtin@e European Union
of 27 member states will be discussed to the extessible’. The research period covers the
period from the beginnings of modern European phasutical regulation in the late 1950s
until the end of 2008, even though more recent ldpweents in the sector will be considered
as well® In late 2007, a new legislative cycle of Europedmarmaceutical regulation has

started and has still been ongoing at the timeraing.

While the regulation of reimbursement, pharmacealificicing and intellectual property rights
are important in their own right an evaluation béde aspects is beyond the scope of this
study? However, due to their closeness and (perceive@jadinon the effectiveness of
European pharmaceutical regulation, these issubsbwviaddressed to the extent possible.
Another important aspect not covered in this stuslythe regulation of liability and
compensation for pharmaceutical damages within Eoeopean Uniol® While this is
undoubtedly an important topic for further inquitige complexity of the issue would require

a separate assessment.

1.4  Outline of the study

The study consists of two main parts. The first,pansisting of three chapters, develops the
main research question and the framework for thseguent assessment. The second part,
consisting of four chapters focuses on the empinneestigation of European pharmaceutical

regulation.

The decision to focus on the EU 15 has been basédmreasons. While the accession member states hav
taken over most of the European pharmaceutical atignl the EU 15 were involved in the process of
establishing the current regulatory framework. Meer, the EU 15 and more specifically the founding
members represent the overwhelming majority (ropd@% market share) of the European pharmaceutical
demand (DG Competition, 2009: 20).

In late 2007, a new legislative cycle of Europeharmaceutical regulation has started and hasetth

ongoing at the time of writing.

For an overview covering most of the EU 15 memketes see the recent OECD study (2008b).
Comparative research in this area has been vergell. For an overview of national and European
developments, see (Cavaliere, 2004; Gal3ner & Rdalter, 2006; Hodges, 2005; Jenke, 2004).
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The second chapter starts with a discussion of gaao health policy. More specifically, it
reassesses previously made claims that a Europeatih hpolicy has emerged. The
guantitative method employed, using existing datebaof European legislation will be
introduced in order to substantiate former claimhisacEuropean health policy. The third
chapter addresses the delegation of pharmaceatidatisk regulation in the European Union
from a theoretical perspective. It proposes blawwdance theory and more importantly the
reduction of underlying (political) uncertainty @ complementing explanation for the
delegation of risk regulatory competencies. By aiphg delegation based on political
preferences instead of purely functional reasdms,superiority of technocratic and neutral
European regulation is put into question. In a sdcgtep, the relevance of regulatory quality
in the European context will be discussed by drgwom the official European better
regulation discourse. As it will be shown, the Epgan Commission conceptualizes
regulatory quality mainly as a question of effi@gnreflecting a strong economic business
perspective on regulation. This proves to be a Ipmbregarding the social legitimacy
(Arnull, 2002) of the European regulatory statejolithas not been tackled adequately by the
ongoing better regulation debate on the Europeael Ilemerging in the late 1990s.
Consequently, an alternative conceptualization efulatory quality emphasizing the
importance of effectiveness from the perspectiveEofopean citizens is proposed in the
following chapter. Moreover, a framework for thesessment of regulatory quality focusing

on the legal framework, governance structures amcbmes is developed.

The second part starts with an introduction to tecific characteristics of the
pharmaceutical market as well as regulatory gdatds and challenges. Such an excursion
seems to be necessary given the complexity of liaenpaceutical sector and shall facilitate

the understanding of the empirical investigationdigcted in the following three chapters.

The sixth chapter discusses the preconditions figcteve regulation and engages in the
analysis of the current regulatory framework byulsing on the policies on which regulation
is based. Furthermore an overview of the developsntrading to the present regulatory
regime is provided. This allows for the assessnoérihe de jure effectiveness of the given
regulatory system. Acknowledging the multi-natiorehd multi-level character of the

European regulatory state, the chapter will subsety assess the transposition of and
compliance with European regulation by European benstates. The legal analysis is
supplemented by the investigation of governancectires carried out in chapter seven.
Based on the (neo)institutionalist claim that isions matter and that the quality and
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effectiveness of regulation depends heavily on nb&pective governance structure, the
institutional set-up and impact of European phaenécal regulation is assessed. Special
attention has to be given to the analysis of theAEdhd the European approval regime
created in 1995, as their establishment marked t@rafeed of European pharmaceutical
regulation in many respects. Moreover, it will biscdissed in how far regulation has been
able to solve regulatory problems and contributethie attainment of regulatory goals.

Drawing on the results of previous chapters, thghtei chapter assesses the impact of
pharmaceutical regulation on the realization ofufatpry goals, by discussing regulatory

outcomes. Given the previously mentioned data iotisins the chapter relies on previous

studies of regulatory performance and proxy measumeassessing the outcome/output
dimension. The ninth and final chapter summaribestheoretical and empirical findings as

well as discussing their relevance for the fieldEnfropean pharmaceutical regulation and
beyond. Moreover, further research needs, currelitiqgal developments and some tentative
conclusions for the advancement of regulatory &ffeness in the pharmaceutical sector will

be presented.
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2. The puzzle of European health policy

The role and competencies of national states andca@ased influence of the European level
has been the subject of a vital political and gdiendiscussion. While the debate has been
particularly intense regarding economic policy (Miil 1994), other fields have long been
spared. The dominant role of national governmers largely remained uncontested in
public policy such as defence, welfare, educatiod above all, the field of health policy
(Alesina et al., 2005; Alesina & Perotti, 2004).dth policy represents a core policy field
from the perspective of government since a closemection between the maintenance of
public health and economic (and societal) perfoeaexists (Bhargava et al., 2001; Bloom
et al., 2004). A functioning health system playsimportant role for political stability in
general (Steffen et al., 2005: 1) and even thohghrole of the state in healthcare might be
changing (Rothgang et al., 2005), European citiztiisexpect their governments to provide
quality healthcare. Policy failures would thus mosttainly result in a decrease of political
support and potentially reduced legitimacy of theitional governments. An explanation for
the limited discussion of a supranational transfiecompetences in health care may be the
defensive if not protective stance towards a Idssuthority in this field (Greer, 2006: 134).
While health policy clearly represents a sensitbgeie with high domestic salience and is of
high political importance, the reluctance relatesthe connected high costs of health
provision. Since the delegation of competence waunkVitably result in less national
influence on financing, the Europeanization of ttealolicy is perceived as an undesirable
strategy. Health expenditure accounts for a sicguifi share of gross domestic product. At the
same time, healthcare in the majority of Europeanntries is financed predominantly
through public authorities (Thomson et al., 2008)Mowing the expansion of European
competencies in this area would potentially reduegnber states’ discretion in deciding on
resource allocation, which runs counter memberestdiasic preferences. These national
policy preferences are reflected in the currentlldgamework, with the European treaty
providing nation states with exclusive competendieshe field of health policy (Hervey,
2005)! Notwithstanding the clear preference of membetestandjudicial protective
measures, the clearly assigned roles and resplitnssbbetween the national and European

level seem to erode in the field of health.

1 see Article 111-278 (7) TCE
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Graph 1: Total health expenditure as % of gross dom  estic product (GDP)
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Graph 2: Public sector health expenditure as % of t  otal health expenditure
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A rising number of studies assert the emergenca Btiropean health policy (Gerlinger &
Urban, 2007; Greer, 2006; Hervey, 2002; Lampingt&ffén, 2004; Randall, 2000; Steffen,
2005). This trend has been echoed in the officialogue as well, as the Lisbon strategy
explicitly advocates the modernisation of Europsanial systems including health systems
(Klusen, 2006}2 The rise of European health policy seems puzzlasyjt challenges the
previously outlined relationship between membetestand the European Union in the policy
field. The question arises, how such assessmentd emerge and how the political reality
could be adequately described. Since concepts efinittbns of as well Europeanization as
health policy might be the reason for the contrengifinding of a European health policy, a

brief  reassessment of previous studies serves as strting point.

2 Another health-relevant aspect of this strategyicbe seen in the publication of EU health straediy the
Commission.
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2.1  Europeanization of health policy — research, methaland definitions

The number of studies on the influence of the EUnhealth policy has been rising slowly but
constantly. Comparing recent contributions, the hoeblogical closeness of these works
becomes apparent. In depth case studies form tliestmeam analytical approach, relying
heavily on the discussion of official EU documeatsl legislation (Gerlinger & Urban, 2007,
Hervey, 2002; Lamping & Steffen, 2004; Randall, @0Bteffen, 2005). This document-based
approach is occasionally complemented by interviewth relevant European and national
level actors (Greer, 2006). Turning to the undedyconcepts of Europeanization and health
policy, the different studies reveal significanffeliences. Hans-Jurgen Urban and Thomas
Gerlinger (2007) for example, define Europeanizats, the gradual expansion of European
regulatory competencies in the field of preventom the increased trend towards a market-
based organisation of health care systems builh tpe four freedoms of the single market.
The European Court of Justice (ECJ) is singledasuthe main driver of this development,
limiting member states’ capacity in designing ardorming their national health care
systems. In addition, Europeanization is seen @ dbtablishment of European ideas and
framing of problems. This trend becomes visibléh@ number of official publications lining
out concrete benchmarks and targets for natiofatms of health care systems increases. As
the authors rightfully note, these publications éavnon-binding character but still have an
enormous leverage potential in context of the apethod of coordination (2007: 136-137).
Even though no clear definition of Europeanizatisrgiven by Urban and Gerlinger, the
concept seems to be defined twofold: the increagaumpean competencies and the (harder
to capture) emergence of a European agenda. Healitty is defined by two dimensions:
prevention and the organisation of health care.

A significantly broader definition of health poliéy offered by Tamara Hervey analyzing the
process of Europeanization of health policy frojadicial point of view (2002: 69): ,Health

policy is defined broadly ,and thus a number ofaaref Community law may contribute to
such an EU ‘health policy’ [original emphasis]‘. Ake highlights the contribution of other
areas to health policy, the emphasis on spill @ffects is evident. In line with the results of
Urban and Gerlinger, Hervey stresses the connebtitneen the realisation of the common
market and the resulting limitations for nationalipy-making. Her analysis focuses mainly
on changes in contractual frameworks and Europeenpetencies in the field of health,
issued regulations and European case law. Whilelear definition of Europeanization is

provided by Hervey, the fragmented character oftwhdabelled European health policy
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becomes evident: it is the sum of several spillr@féects, including for example working
time regulations which affect employees in the tieséctor (Hervey, 2002: 87).

In contrast to the previously mentioned studies,libok edited by Wolfram Lamping, Stefan
Lehto and Monika Steffen offers a distinct discassof European health policy. In the
introductory chapter Lamping and Steffen (2004jtstéth anon-finding from their point of
view no real European health policy exists. Upooset review, this non-finding can be
qualified: it is based on the fact that there isEnwopean competence for the provision of
medical services: ,the EU is not a provider of =g or an agency of distribution and re-
distribution, rather it primarily rules by regulati” (2004: 2). Using such restricted definition
regarding the European level and its policy ad@sitturns out to be rather problematic. If
European policy were restricted to distributive aldistributive activities, European policy
as a whole would be virtually nonexistent. The prachantly regulatory character of
European policy has been acknowledged for quiteesbme, resulting in the much cited
labelling of the European Union as a “regulatoatest (Majone, 1994b).

Instead of distributional activities, it is the ocence of regulatory activity that should be
perceived as a proof of European policy. Intergdfienough, Lamping and Steffen continue
to identify exactly the same general trend previstuslies identified when they highlight the
indirect nature of European health policy:
“Given the fact that health policy and health caren intrinsic and considerable part of the Euampe
market of goods and services, it is not surprigheg large parts of it have meanwhile been affettgd
European policy-making via single market compatiilco-ordination, and harmonization” (Lamping &
Steffen, 2004: 2).
The used definition of health policy is slender amhsists of the two dimensionspiiblic
health’ (management of collective health risks) on the lomed andhealth care’(treatment
of individual illness) on the other [original empig]” (2004: 5). A useful distinction is
introduced with these two dimensions. While Eurapzation in the aforementioned meaning
is traceable in the public health dimension, théhans point out that such influence or
tendency is very limited in the area of health camd mainly results from European Court’s
activities (2004, 5). The authors identify the ¢i@aof the single market, public health crises
as well as policy diffusion and European discoasehe main drivers of the development in
public health (2004, 2%

13 This finding resonates with the definition and dission of Gerlinger and Rosenbrock (2006).
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While no clear definitions of concepts are offenedis study, Ed Randall (2000) views the
emergence of transnational health crises, e.gcdlse of BSE, as the trigger of a stronger
European involvement in health matters. Accordinghis research European activity is
confined to the field of public health. As the poasly cited authors, Randall stresses the
piecemeal and haphazard character of Europeamzaitioealth policy:
“The development of the EU’s role in health policyshafor the most part — been opportunistic and
accidental, in some cases serendipitous, and,hlicpuealth terms, largely ineffective. Opportunibias,
however, been an essential ingredient for gettirggEU health policy show on the road and keeping it
there.” (2000: 139)
The contribution by Scott L. Greer does not idgnéfEuropean health policy in the sense of
direct and active European level steering. Agaie, indirect character of European health
policy manifested in spill-over effects is emphasiz,If something got into health service, it
came via a market. That is the basis on which EWeps not originally directed at health
come to shape the environments of EU health systéespite the explicit refusal of member
states to create EU health service competencie®e{(2006: 145). The cited mechanism is
exemplified by the impact of the Working Time Ditige (93/104/EC) dating back to 1993.
While the directive originally was drafted as astinment for the completion of the single
market regarding labour law, it had some seriounsequences for national health policy. The
main objective of the said directive was the imgment of working condition within the
European Union in general, affecting employeeshi lhealth sector alike, expanding to
doctors-in-training since 2000 (Sheldon, 2004). Hegative consequences did not result
from the original directive but from legal interpaon through the European Court of Justice
(ECJ) (Nowak, 2008). As the court decided to uskmited definition of working time,
maximal working time for doctors were reduced esiegly, with severe consequences for
the provision of medical care (Greer, 2006: 141).

Summing up the results of previous research, tiarfg of Europeanized health policy can be
possibly attributed to the definitions used. Theeems to be supportive evidence for the
existence of European health policy claim as langealth policy is conceptualized as public
health, and Europeanization is understood as amectdspill-over rather than intentional

process including the explicit transfer of compet= In light of such inclusive concepts, the
controversial finding becomes less surprising. Hoevethe evidence compiled by previous
studies does not support a definitive conclusiamceoning the question if a European health
policy has emerged, is emerging or may start torgeneStrictly speaking, no systematic
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analysis of what could be understood as Europeatthh@olicy has been conducted by
previous studies. To remedy this shortcoming, aemsystematic analysis is needed. A
precondition for such reassessment is a brief #ieail discussion of the key concepts

Europeanization and health policy.

2.2  Concepts of Europeanization

The concept of Europeanization is a comparativelyng and only partially established one
within the wider field of research on the Europdamon (Jachtenfuchs & Kohler-Koch,
2003: 34). In contrast to the broader notion ofitwall integration, Europeanization has a
narrower but at the same time multilayered focusin® Eising identifies three different
notions of the concept in EU research, varying @eués and the respective object of
investigation (2003: 393). While the focus of ThankRisse, Maria Green Cowles and James
Caporaso (2001a) in defining Europeanization ighmnestablishment of structures on the
European level (1), Robert Ladrech (1994) focuseshe influence of European activity on
domestic/national politics and the underlying logit this development (2). The most
complex and inclusive definition is offered by Gt Radaelli (2000), including the
emergence of institutions on the European level #red policy dynamics between the
supranational and national under the term of Ewanpation (3). In order to clarify the
relation between the different notions one coulghoize the three perspectives on a common
scale. While the influence on the national leveldtech) can be seen as the first step towards
Europeanization, the emergence of structure (Riedgehis colleagues) the final establishment
of institutions on the European level and the rtesylinteraction between national and
European level (Radaelli), can be understood asemutive steps of this development.
Understanding Europeanization in line with the @piadeveloped by Thomas Risse and his
colleagues, describing a process of emergenceecffapstructures on the European level, the
finding of Europeanization of health policy seemsbe supported by little evidence: There
are no significant and established structures ddfiny a regulatory framework on EU level

which would serve as a proof of such a processféstet al., 2005: 5)*

* However, the establishment of the Commissioni®&orate General fdfealth and Consumer Affaif®G
SANCO) in 1999 and several European agencies retatelistinct health aspects might be interpreted as
such a development. Considering the tasks of tageacies, with the notable exception of the EMAythe
mainly engage in monitoring activities rather ttetopting a steering function. The same holds tru¢hi®
DG focusing on monitoring and the development @tegies.
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Graph 3: Different notions of Europeanization
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Applying the concept of Ladrech, and in a more t@di sense the concept of Radaelli,
speaking of an Europeanization in health policgtiteast theoretically possible. Even though
the previously discussed studies do not explicigtier to these authors, they seem to adopt
their concepts. Europeanization is thus concemedlias European influence on national
policy even if no ,distinct structure of governahddisse et al., 2001a: 2) exist. An
alternative differentiation of Europeanization deyped in context of European health policy
is offered by Monika Steffen, Wolfram Lamping unghdni Lehto (2005, 4-8). They propose

at least five distinct perspectives on Europeaitinat

» A traditional perspective, conceptualizing Europeanization asethergence of institutions and
directly binding political decisions at the Europédavel.

» A transformativeperspective which focuses on the changes in ratiostitutional structures and
policy styles caused by European influefite.

e A political perspective, viewing Europeanisation as the raxfudt complex interactive process of
mutual alignment and shifting of topics betweentthe levels.

» A constructivistperspective which focuses on the transfer of id@aksframing of problems leading
to a change in perception of issues on the natiemal.

» A restructuring perspective, identifying Europeanization as a geaim national opportunity
structures through European influence, which mayngbathe national rules of the game and
coalitions of actors.

The key difference of the presented perspectivesbeaattributed to the conception of the
relationship between the national and the Europeaal. While the second perspective
conceptualizes the national level as a dependerable, all other perspectives focus on the
processes of transfer between the two levels. Qunakzing interaction of the two levels this
way seems to describe reality more adequate. Anbalaf power rather than a clear

subordination between the member states and tleedieuropean level exists, even though it

> The term transformative has not been used by $teifel her colleagues, but was supplemented toasere
consistency.
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is a contested one (Haltern, 2005: 113). A secasiihdtion can be based on the degree of
institutionalisation with different levels of cori®@ation corresponding to a narrower
definition of Europeanization. Conceptualizing BEuganization from such procedural
perspective avoids the risk of mislabelling suclmdencies as Europeanization. It is
reasonable to assume that the emergence of a EuralEcourse represents frecursorof
Europeanization of a given policy field. The emerge of discourse might be interpreted as
heralding signs of Europeanization, even though rtegt steps in the process might not
follow automatically. To speak of European policgwever, would presume that these
consecutive steps actually have taken place. ToreeEuropeanization as defined in this
study is limited to direct and targeted interventiof the European level. Using such a
definition, the concept is able to discriminatevin EU influences limiting national room
to manoeuvre (even accidentally) and the explitgntional intervention in a specific policy
field.

2.3  Demarking European policy fields: the case of heditpolicy

A fundamental conceptual problem for the analysi€uaropean policy fields is the proper
demarcation depicting the conceptual clarification of whatnsbttutes apolicy field
Acknowledging this problem, Kennet Lyngaard (20@%4) recently proposed a definition
According to his definitiodour main characteristics are relevant: Based oonramon topic (1),

a group of actors (2) operate within a distinctitnsonal and procedural setting (3) which
could be distinguished from other (identical) sysde(4). While offering a simple and
comprehensive conceptualisation the contributiometduce the problem of demarcation is
limited. In the case of health policy, defining tmmmon topic already proves to be complex.
Looking at the public debate, the concept fallsypte two truncations (Gerlinger &
Rosenbrock, 2006: 12). First of all, health polisylimited to the concept of (individual)
health care. Secondly, the discussion is dominbyedxpenditure and cost cutting in health
services while the larger implications of healtHiggoon society and the measures taken to
improve public health are neglected. To clarify timelerlying common topic of health policy,
existing definitions of health policy must be rever. A typology developed by Steffen,
Lamping and Lehto (2005: 8-10) defines a concepichviconsists of five different
characteristics or meanings of health policy.
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2.3 Demarking European policy fields: the caseaslth policy

1. ,Policies that focus on the development of medieaie, and the organisation of healthcare systenis. [

This part of the subject may be calie@dical care policy.

2. ,In a broader context, the focus tends to be onsthaal security system and the regime of social
protection in the case of sickness. [...] This mdrthe subject may be callezbcial security policy
covering sickness.

3. ,Health policies may also be viewed from the pecsipe of health determinants such as work and
living conditions, environment, traffic safety, ritibon, smoking and physical exercise, in additton
health education, vaccinations and screeningstliis] global public health approach could be called
health system policy.

4. ,From the perspective of the economic interestateel to this area, health policies may also be asen
policies creating growth potential for health-retat industry:

5. ,Quite often, policies with other primary goals malgo promote health. [...] In addition to poligies
activities and institutions that have health asrthemary goal, the concept could also cover thibee
have an impact on health, even if it's only a seleoy or tertiary goal or no goal at all of the ddesed
policy, activity or institution [...] This dimensioof health policy should be recognizedpadicies with
health impact[original emphasis]’

Against the backdrop of Lyngaard’s definition, tbeject of investigation can now be
clarified. Following from this definition the policfield health would only include the
characteristics of medical care policy (1) and theaystem policy (3) while the other three
characteristics would fall outside a strict defomtof health policy. Using a narrow definition
seems to be of great importance, as one of the pralsiems of health policy research in the

European context is the tendency to use elusiveeis.

Such conceptual stretching (Sartori, 1970) canltr@sumpure definitions of the concept and
runs the risks to include components which arecooistitutive to the concept. Conceptual
stretching constitutes a problem for the definitimhnational policy fields and European
policy alike. While the argument of spill over effe may justify the usage of broader
concepts, using a definition as broad as the ooygsed by Steffen and her colleagues would
include aspects of social policy (2), industrialipp (4) or, as in the case of policies with
health impact (5), any political activity with aminediate influence on health policy. As a
result, the concept would become useless as agt@ahltool. This is not to say that spill
over effects do not influence national policy detmn and the operation of health care
systems. It is true that a lot of European inflleef@ppens indirectly, but the need to
distinguish between the Europeanization of polieydé and European influence on national
policy remains. While European influence in genesaconceptualized in a broader way
including spill over effects, Europeanization igdted as distinct in this context. If the
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2. The puzzle of European health policy

purpose of a definition is to grasp the conceptoaé, a definition of health policy should be
build upon the two core components of the term: dhganisation of healthcare systems
(medical care policy) and the safeguarding of mub&alth (health system policy). It includes
only those aspects aiming primarily at the commapict of health. Furthermore, it reduces
the concept of health policy to direct (and intendl) intervention. In congruence with this
concept, the health policy model of Gerlinger andséhbrock (2006) consists of two
dimensions: prevention (“Pravention”) and a systeinmedical treatment or health care
(“System der Krankenversorgund®.The first dimension of prevention resembles the
concepthealth system policywhile the second dimension entails most elementshef
concept ofmedical care policyln terms of sequence, prevention takes placerédfealth is
negatively affected. Health policy in terms of pation therefore entails all societal or
political efforts aiming at the protection of publealth in general (Baggott, 2000). Turning
to the definition of the second dimension of hegltiicy, Gerlinger and Rosenbrock (2006)
identify five relevant subfields: health insuran@érankenvesicherung), ambulatory care
(ambulante Versorgung), inpatient treatment (Stdie Versorgung), supply of
pharmaceuticals (Arzneimittelversorgung) and carPflege). According to this
characterization, the dimensionganisation of healthcare systewmmntains the provision and
steering of the defined areas and services. Inrasinto prevention, the second dimension
predominantly deals with issues concerning the awpment of an already negatively
affected health. This two-dimensional definition lgalth policy offers a clear-cut yet
sufficiently complex concept. It allows for the feifentiation between health policy in a
narrow sense and political decisions in generalclvimight influence health policy even

though health policy is not their primary focus.

2.4 Quantitative re-analysis of the European health paty claim

As previously stated, the majority of studies omdpean health policy employ case studies
and descriptions of single events. The qualitatogas represents a general tendency within
the broader field of European studies comprisediethiled case studies in policy fields,
European regulatory activity and the national rieastto these European influences (Majone,
1996b, 1992; Windhoff-Héritier, 2001; Windhoff-Héer & Knill, 2000). Case studies are
very useful to track short term developments amdtéisting of integration theories, but their

® The high congruence between the two concepts @sugell be seen as an external concept validation.

20



2.4 Quantitative re-analysis of the European hgaitity claim

usefulness is more limited in tracing general tewdtes mainly consisting of incremental
changes over a long period of time. In order tadrahe existence and expansion of
Europeanization of policy fields a quantitative lgss of European (legislative) activity

seems to represent a more promising research desigplementing qualitative research.
Such an assessment can draw on the (economic) sfuslperto Alesina, Ignazio Angeloni

and Ludger Schuhknecht (2005). While the focushefrtstudy is the analysis of European
activity regarding its responsiveness to public deds and preference their method of
measuring European activity — a comparison of timaber of issued documents and legal

acts — can easily be transferred to the presesarels question’

The following analysis tries to track the emergenoke a European health policy
operationalised through an increase in the numbkagal acts directly linked to the issue of
health. Health policy is defined as all activit@mingprimarily at health. Activities that have
an influence on health policy or the managementezflth in general, while being focused
primarily on a different policy objective are exdkd from this definition. It therefore
excludes spill over effects, as they should notdiesidered as intentional policy intervention
in a strict sense. Furthermore, exclusivedefinition of Europeanization is applied, as only
legally binding activities are included. The gehem@vantage of such a definition is a higher
discriminatory power betweeactual activity in the sense of legislation or judiciatiaity
and all other activities that could be labelledsa$ coordination and steering e.g. official
communications and position papers. Even thougetBseft instruments may often serve as a
pre-stage for later legislative activity in linetivia gradual understanding of Europeanization,
this is by no means an automatism. The previousiderations can be merged into two
hypotheses which will be tested in the followinglysis.

1. Europeanization of health policy should be trace#timeugh an increase in European (secondary) law

focusing primarily on health.

2. European health policy in a broader sense shoutdabeable in all relevant sub-dimensions of health
policy.
2.4.10perationalisation of Europeanization

Logically, the attempt to quantify Europeanizatgiarts on the most basic level: the level of

the treaties. The treaties basically codify the petancies and responsibilities of the

A general discussion on the usefulness and usalbiithe proposed approach can be found in Alesina,
Angeloni and Schuhknecht (2005).
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2. The puzzle of European health policy

European Union and the respective institutions diegen, 2007: 69). An analytical problem
regarding the analysis of contractual competen@ethat they are contingent upon the
respective interpretation of the treaties and fiedakes an extensive interpretation of the
Treaties, the EU seems to have some say in alniogblecy areas” (Alesina et al., 2005:
279). Furthermore, European activity is not cordirie the laid down competencies in the
treaties. In fact, the European Union is activeairas where its competencies are at best
vaguely defined (2005: 279). What has to be dewaladp an analytical distinction between
competencies and activities. If the focus of threeasment is to track the competencies of the
Union, it has to be based on the treaties. Howaf/¢ine focus is on factual activity of the
European Union such analysis has to go beyonddh®w focus of the treaties. In order to
track the degree of Europeanization in a givencyofield, the research focus has to be
shifted. Rather than focusing on the competenaegied in the treaties, the activities of the
European institutions, especially the Commissiord @he ECJ, should be reviewed.
Regarding their activities, analysis should focustbe different instruments of secondary
law, non-binding declarations and case law. Aceaydio Alesina and his colleagues the
following instruments should be differentiated amodhsidered:

" 1. Regulationscontain general provisions, fully binding vis-all parties in all member states. They

are directly applicable without need for natiomaplementation;

2. Directivesare binding vis-a-vis all member states addresBley specify the results to be achieved

but leave member states the choice of form and adstto implement them. They need not apply to all

member states (although they usually do) and dnergeneral, often specifying outcomes that nation

measures are supposed to attain;

3. Decisionsare binding vis-a-vis all parties addressed. Timayy be addressed to one, several, or all

parties or member states. They can be very spelificadministrative acts, or rather general,

4. In addition, the EU Commission issues a numbefsofter’ acts or documents, of non-binding

nature. Occasionally, particularly when new policiiatives are envisaged, the Commission publishes

White Papers to outline their legislative strategferiginal emphasis]” (2005: 287)
In light of the previous discussion on the defomtiof health policy and Europeanization,
non-binding documents and tl¢her instrumentsnentioned in the fourth point should be
excluded. Turning to the measurement, the numbereld@vant European documents is
counted. More specifically, relevant legislationcsunted. While this may only serve as a
proxy measure, it provides a basic insight intodpean activity in particular policy fields.
Compared to the predominantly qualitative approasdd in European studies the presented

method enables the tracking of changes over lopgeiods of time in an intuitive and
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2.4 Quantitative re-analysis of the European hgaitity claim

comprehensive way. This sensitivity regarding depelents over time seems to be especially
useful in order to trace the emergence of Europediny fields.

Data was retrieved from tHeUR-Lexdata base (http://eur-lex.europa.eu/). The inlsai#trch
function can be used to identify previously defirdocuments. Based on the concept of
Gerlinger and Rosenbrock (2006), two dimensions fared sub dimensions can be singled
out, each representing a distinct feature of heplithcy. The originally developed sub
dimension ofCare was left out, as a search based on this term wgeld results hard to
interpret'® Furthermore, the concept @are is partially covered in the dimensions of
ambulatory care The site search option provides two differentrageamodes. Either,
documents are identified based on the title orithe and text. Both methods are used in the
following computation. Additionally, the search fiuion for key terms can be limited to
specific types of documents. The search of secgridgrslation was conducted based on the
three different types of documentfegulations, Directives and Decision&nother
specification of the simple search is reached lg@oizing the results over time. To improve
the usability and comprehensibility of the compiotat the total period of examination
spanning from the 1970 until 2008 was split inteefiyear intervals. Thus the last interval
includes only 3-years - a fact that has to be tak#éo account when it comes to the

interpretation of the resulis.

Graph 4: Specified concept of health policy

[ Health Policy J

[ Public Health ] [ Health Care ]
System

Peavention Health Ambulatory Inpatient Pha[ma-
Insurance Care Treatment ceuticals

Source: author’'s own based on Gerlinger & Rosenbrock (2006)

18 Using the search term results in a large numbhitehot related to health policy.
9 To ensure theeplicability of the computation, the process is exemplifiethmappendix (A.1).
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2. The puzzle of European health policy

2.4.2Computation results

A first overview of the general development of Epgan level legislative activity is given in
the following table displaying the total number ddcumentsproducedbetween 1970 and
2008.

Results at this highly aggregated level alreadywslao continuous expansion of overall
European legislative activity. The expansion iseesly evident in the case of regulations
with the number of regulations issued between 1B¥Tk doubling in the period between
1991 and 1995. Focusing on the initial researctstipg all relevant documents regarding

health policy in general are counted.

Table 1: European legislative activity (1970-2008)

Period 1970- 1976- 1981- 1986- 1991- 1996- 2001- 2006-
1975 1980 1985 1990 1995 2000 2005 2008
Total documents 33439 38505 51066 62772 73444 86211 83834 40581
Legislation
Regulations 6246 8224 8659 10411 12114 16512 14186 6774
Directives 385 644 653 793 1011 1146 1144 936

Source: Eur-lex

The database is evaluated based on the outlinedgsaising the search tehmalth®® The
results of the computation are shown in tables awo three. Both search modes support the
first two formulated hypothesises. A clear trendidods more activity is traceable at least
since the beginning of the 1980s. Changes havernesnhsignificant regarding regulations as
the number of issued documents doubled in the gpdraon 2001-2005. Generally speaking,
European health policy measured in the broad seinEeropean activity obviously seems to
exist. The trend manifests itself in a rise of $@fion thus confirming the importance of the
legislative actors in the expansion of European metencies beyond the contractual agreed
competencies. However, the explanatory power af tighly aggregated analysis should not

be overstated. This reservation holds especially tor the results of computations based on

0 The search was run using bdthl text andtitle analysis, as the two possibilities reflect différgremises:
Using full text will naturally result in a higheumber of counted documents, offering a strongepesridfor
the general hypothesis that an expansion of Europdghluence in the field of health policy has hapge.
Restricting search to thale, will result in a more exact result: if the relevéerm is already mentioned in the
title, the chance of a wrong classification of dmeumts is reduced as one could reasonably expectishay
the word in the title assigns greater weight andmrej to it.
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2.4 Quantitative re-analysis of the European hgaitity claim

title and full textand calls for a cautious interpretation of theultss The computation merely
provides an overview of the growth of the usageth® term health throughout time.
Nevertheless, the used approach offers an appréxiquantitative analysis of the process of
Europeanization. Usingtle search the results could be reasonably expectedpresent a

change in importance of health as a political idsu¢he European political actors.

Table 2: Legislation: health (title search)

1970- 1976- 1981- 1986- 1991- 1996- 2001- 2006-
1975 1980 1985 1990 1995 2000 2005 2008
Legislation
Regulations 6246 8224 8659 10411 12114 16512 14186 6774
Health 1 0 2 5 9 6 20 28
Directive 385 644 653 793 1011 1146 1144 936
Health 25 23 26 47 80 49 32 23
Decisions 2052 3485 3148 3448 4944 5950 6435 4568
Health 9 63 109 90 197 175 265 108

Source: Eur-lex

Table 3: Legislation; health (title and full texts  earch)

1970- 1976- 1981- 1986- 1991- 1996- 2001- 2006-

1975 1980 1985 1990 1995 2000 2005 2008

Legislation

Regulations 6246 8224 8659 10411 12114 16512 14186 6774

Health 21 37 114 192 265 278 655 628

Directives 385 644 653 793 1011 1146 1144 936

Health 25 123 149 247 366 357 478 330

Decisions 2052 3485 3148 3448 4944 5950 6435 4568
Health 17 115 455 470 1075 1279 1762 1271

Source: Eur-lex

Since the previously identified trend is evidenttims case as well, the initially forwarded
claim of an increase in European activity seemBeigupported. In order to verify the third
hypothesis and investigate the form and conterthefsupposed Europeanization of health

matters, the mode of analysis has to be modifieldaiflerentiated further. Differentiation is
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2. The puzzle of European health policy

achieved by combining the used approach and theepbrof health policy as outlined in the
previous sections. By conducting a detailed anslytbie claim of a European health policy
can be testetf Looking at the aggregated results of the reséctiomputation, focusing on
document titles, an interesting picture emerge® d@bminant trend at the higher level of
aggregation only incorporating the concept of leatiems to disappear in the more detailed
computation of legislative activityf.

Graph 5: Legislative activity: health dimensions (1 970-2008) (title search)
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While there are virtually no results for most sutmensions, only the pharmaceutical sub-
dimension yields results, hereby even outnumbemigmilations that contain the term health
in several periods The computation thus points to an increadidct involvement of the
European level in pharmaceutical matters. The sebgpothesis is obviously not supported
by the data. Using the inclusive search, the resthiange only slightly. In addition to the
trend within the sub dimension pharmaceuticalssiag number of documents can be traced
within the dimension of public health and the sulmeahsion of prevention. This pattern is

unsurprising, as the search terms used are naednw the field of health policy but represent

%l The same method was used and the search was ceshduging both the restrictive and the inclusive
alternative. Based on the underlying logic of thealth policy concept &nottedsearch was employed,
counting documents, which addressed one dimensi@h ane sub-dimension e.guublic health and
prevention

For the detailed results regarding legislativévitgtsee the appendix (A.2).

However, the comparatively high level is at lgaattially explained by the use of three differtarims to
operationalise the same sub dimension.
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2.4 Quantitative re-analysis of the European hgaitity claim

issues familiar to a vast array of policy fieldspobints to one of the major limitations of the
proposed approach.

Graph 6: Legislative activity: health dimensions (1 970-2008) (title and full text
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Source: Eur-lex

While the method can be used to track the chamggsqguency, the usage of words and their
literal sense and meaning in a specific contexhotbe traced by using single word search.
This limitation is especially important in the caxfeafull text search as the matter of context
becomes increasingly relevdftin addition, the explanatory power of the inclesisearch
mode compared to the restrictive one is diminigyethe higher basic probability to find the
specific term in a given document. One possibility remedy this shortcoming is the
combination of search terms in order to reduce thenber of wrong attributions.
Furthermore, the quantitative approach could bglsapented by qualitative text-analysis of
the respective legal documents to reconfirm anddatd the results. However, such an
approach is much more complex and the respectists abearly exceed those associated to
the presented quantitative approach. Since the foaurs of this study is not on an in-depth
discussion of European health policy the presemtedie measure can be regarded as
sufficient. Against this backdrop, the restrictisearch seems to be the more appropriate
approach, since the context seems to be of lesgmriance in this case. The titles of specific
legal documents consists of a limited number ofdspthe probability of a wrong attribution

decreases significantly.

24 The issue of context is a general problem of tesed quantitative methods. See, for example, gwision
on the Wordfish approach (Proksch & Slapin, 2009)
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2.5 Conclusion: Clarifying the puzzle of European heah policy

As it was outlined at the beginning of this chap#ar increasing number of authors identify
the emergence of a European health policy. Theseltsewere challenged based on the
current legal framework as outlined in the treabéxcking the shift of competencies to the
European level. Moreover, the field has been ifiedtias a key area of state activity and has
traditionally been treated ag@served domainf member states. It turned out that the studies
shared relatively broad concepts of health poliogluding activities primarily from other
policy fields while causing spill-over effects oerdith policy. A second common feature of
the studies discussed is the approach used to gupyeobasic claim. Researchers use case
studies and discuss singular events in order tbdindence for the emergence of a long-term
development. European health policy thus is deftbdrom single events and decisions.
Against this backdrop, the true nature of what walted a European health policy could be
delineated further. What is traceable is an in@eafsindirect European influence limiting
member states' room to manoeuvre. The reductioisafetion for member states should,
however, not be confused with the emergence ofrag&an health policy. What is missing is
direct and intentional activity on the Europeanelevocusing exclusively on the issue of
health. This perception has been confirmed by caation pointing to a rise of importance of
the health topic on the European agenda. Howewerexistence of a European health policy,
including all relevant dimensions of the conceptswaisconfirmed. Legislative activity
regarding the topic of health increased considgraat the development is only traceable on
a very general level and should not be confuset tié emergence of a European health
policy in a general sense. For most constitutiveameints of health policy, no activity is
measurable. Instead of a European health policiEuspean pharmaceutical policy has
emerged. While this finding helps to clarify thezzleof European health policy, it is in itself
puzzling. On first sight, a strong European inflcenn this field is less surprising since in
contrast to health policy, pharmaceuticals aret fasd foremost tradable goods. The
harmonisation and completion of the single markaild be understood as a catalyst of
European activity exempting the pharmaceuticalsftibe reserved domain of national health
policy. While this explains the easierxccessof the European level, the expansion of
competencies still needs some further clarificatids pharmaceuticals constitute one of the
key levers regarding the financing of national treaystems, simply accepting increased
European influence interpreted as less nationatydiscretion seems to be counter inductive

from a member states perspective.
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3. Re-theorizing the delegation of pharmaceutical riskegulation

The discussion of the research on European healitypconducted in the previous chapter
revealed an interesting finding: while no Europiaalth policy in broader terms is traceable,
a European pharmaceutical policy has emerged t¢wetast four decades. Considering the
focus of pharmaceutical policy however, the emergenf European level policy activities,

raises question(s) similar to the case of healtictyo

3.1 Defining pharmaceutical policy

Pharmaceutical policy can be conceptualized byyapgpldifferent approaches. One option to
clarify the boundaries of the policy field could Been in the different policy objectives
influencing pharmaceutical policy. Govin Permanatstinguishes three policy objectives:
“public health policy (drug quality, safety andie#icy); healthcare (financing and reimbursing
medicines); and, in some countries industrial poliensuring a successful and productive
pharmaceutical sector)” (2006: 4). All three obijes directly refer to pharmaceuticals as a
product. While pharmaceutical policy is defined asdimension of health policy, this
definition point to the coeval notions of consuraadindustrial policy. Pharmaceutical policy
can be conceptualized either as drug safety padisydrug financing policy or as competition
policy. These different possibilities of interprda reveal the possible tensions and potential
tradeoffs within pharmaceutical policy, between #wms of safety and financing on the one
side and the aim of industrial policy on the ot{\alverde, 2006). An alternative approach is
offered by Vittorio Fattorusso (1979) focusing & &aim of pharmaceutical policy. Based on
the concept of @harmaceutical supply systeicluding all activities regarding the supply of
medicine to the population, pharmaceutical polioguses on its’ improvement. In essence,
pharmaceutical policy should ensure “to render ssibée to the whole population the most
effective and safe pharmaceutical products of éstedal quality at reasonable cost” (1979: 1-
2). While the issue of industrial policy is exclddie this definition, the author highlights its
importance, since: “it is not uncommon, to findttdaug policies are directed mainly towards
industrial and trade development and sometimesradictory policies exist independently
[...] in different sectors of the government” (1979: A third definition of pharmaceutical
policy is provided by Rob Summers focusing on theppse of pharmaceutical policy which
“generally aims to make safe and efficacious dragailable and affordable to the entire

population, and to ensure that they are used apptely by prescribers, dispensers and



3. Re-theorizing the delegation of pharmaceutisél regulation

patients” (2004: 89). Summers emphasizes that thest mmportant components of
pharmaceutical policy are drug legislation and lagon, since privately organized and
informal control of this sector is insufficiefit. Such regulation ought to include “the
manufacture, purchase, donation, import, expostyidution, supply, information, advertising
and sale of drugs, and monitoring of adverse reasti(2004: 98). While his definition can be
rendered as rather inclusive, it reflects the shasc goals expressed in the previously cited

definitions. Moreover, it points to predominantuégory character of pharmaceutical policy.

Drawing on previous definitions, this study defingsarmaceutical policy as all (political)
activities aiming at the provision of safe medictoghe public. Pharmaceutical policy is thus
organized along the chain of production startinthwine development of a medicinal product
and ending with its consumption. Pharmaceuticatpdherefore entails both aspectssafety

andfinancing revealing the political salience and societalam@nce of the policy field.

3.2  The political relevance of pharmaceutical policy: osts and risks

Governments take a key role in the pharmaceuticgiply system, the financing of
consumption and the provision of access to medidmehe last decades, the majority of
European member states were confronted with ribiegithcare and pharmaceutical costs,
growing faster than their gross national produsts(Et al., 2003: 90-91). As data by the World
Health Organisation (WHO) indicates, the averaggesif pharmaceutical expenditure on the
overall health budget in the EU 15 is growing, etlemugh subject to variation on the member
state levef® In fact, the data used is under-estimating thedieaension of expenditure, since
it only includes expenditure on pharmaceuticalsghbun pharmacies (WHO, 2006). Given
the fact, that pharmaceuticals constitute a mampmment of inpatient treatment and inpatient
care is mainly financed through public funds, theergual public expenditure on
pharmaceuticals can be expected to be much highenoking at the per capita
pharmaceutical expenditure within the EU 15, thereasing financial pressure on healthcare

system emerges regarding pharmaceutical consumpicomes apparent.

% In line with former studies on the sector, thertepharmaceuticalsdrugs andmedicinal productsire used

synonymously.

Obviously,the fact that the pharmaceutical share of the heath budget is growing could be partially
explained by cuts in other forms of health carewkieer, as it will be shown below, the absolute ffigguare
rising in the countries as well.

In 2005, public expenditure of total inpatient ergditure in the EU 15 countries covered in the HBB\--
database was between 83,8% (Austria) and 97,1% d@we(WHO, 2006). Moreover, treatments
administered under surveillance (in hospitals) lmamxpected to be more expensive.
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Graph 7: Pharmaceutical expenditure EU 15 (in % of  total health expenditure)
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Graph 8: Pharmaceutical expenditure in the five big  gest European markets
1980-2008 (PPP$ per capita)
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Both in the largest five national pharmaceuticarkats and the EU 15 as a whole there has
been a continuous rise in per capita consumptiohght of decreasing tax revenues and rising
health expenditures, governments in Europe devdlopédividual strategies to provide
medicine at reasonable costs and keep health mbgksinced.

Table 4: EU 15 public pharmaceutical expenditure as % of total pharmaceutical
expenditure (1980-2005)

1990 1995 2000 2005
Austria 52,2 58,4 66,7 64,3
Belgium* 46,8 43,0 48,9 54,2
Denmark 34,2 48,6 48,7 55,8
Finland 47,4 47,6 48,1 52,3
France 61,9 63,0 66,9 69,4
Germany 73,1 71,0 72,5 73,6
Greece 56,7 70,9 62,9 72,9
Ireland 64,8 62,8 63,9 70,5
Italy 60,5 38,5 44,6 49,7
Luxembourg 84,6 81,7 81,6 83,5
Netherlands** 66,6 88,8 58,3 57,2
Portugal 62,3 63,3 56,2 57,5
Spain 71,7 71,1 73,5 72,0
Sweden 71,7 73,4 70,0 60,4
United Kingdom 66,6 63,5 78,4 83,3
EU 15 average 61,4 63,0 62,7 65,1

Source: WHO European health for all database (HFA-DB); Note: * data for 2000 was not available for Belgium. An estimate was
calculated based on the values from 1997 and 2003. ** Data for 2005 for the Netherlands represents 2002.
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3.2 The political relevance of pharmaceutical polmosts and risks

Despite the common interest in cost-containmentional health authorities have adopted

different supply and demand based mechanisms te\akthese goals, representing a major
obstacle to European integration (Hutton, 1994 mational interest and measures taken may
at times conflict with European priorities as iretbase of cost containment versus market

liberalization (Permanand & Altenstetter, 2004:.41)

Given these divergent interests, the willingnesmember states to grant European influence
in the field of pharmaceutical policy ought to bery limited. Beyond the autonomy of
financing a second reason for the sensitivity adrpfaceutical policy flows from the specific
characteristic of pharmaceuticals as potentiallyrifial products. While the regulation of cost
represents an important activity to ensure acamstheir citizens, governments must engage
in activities to protect their citizens from thetguatial adverse effects and risks connected to
the consumption of pharmaceuticals as one of tlyer&sponsibilities of governments is to
protect its citizens from harm. Clearly, this tagles well beyond the field of pharmaceutical
policy. It relates to the responsibility of goveramts in more general terms and its crucial role
in the field of risk regulation (Hood et al., 1998cheu, 2003). Even if this might be a
dramatization, the primeison d’étreof the state is to guarantee the safety of iigeais. It
thus represents the basis of its legitimacy, comne@dging the state as a guardian and
“Schutzstaat” (Stoll, 2003: 5). Obviously, this cept conceives the state as a sovereign,
primarily keeping individuals from harming each @tlrather than saving them from more
abstract risks threatening society. Therefore,fimetion of the state providing safety rather
than (only) peace seems to be limited. Neverthglbssprinciple idea has been adopted in
contemporary constitutional law, viewing the prommsof safety as one of the key functions of
the modern state, while at the same time expantfiagnotion of safety beyond its initial
meaning (Stoll, 2003: 4). Today, citizens iisk societies(Beck, 1996) expect their
governments to protect them from the multitude iskg and uncertainties that modern life
provides. The modern state is thus confronted avithore complex task. Governments have to
react to public demands by providing adequate @slicGiven the central importance of
protection as a core task of the state, the fudfilbof these demands is directly linked to the
legitimacy of the state and government more spelli. If legislators fail to provide adequate
policies, public support and therefore state lewty are most likely to erode (Majone, 1999).
Since democratic governments need legitimacy arigoaupport in order to survive in the
political game shifting powers to the European level could resula reduced room to

manoeuvre. The choice of policies to achieve saaty therefore generate legitimacy will be
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3. Re-theorizing the delegation of pharmaceutisél regulation

effectively reduced by European influence and haisadion measures, as this has been the
case in other areas (Borzel, 2002; Risse et aD1l20Scharpf, 2002). Considering the
implications for national autonomy both from thergpective of financing and regulation of
risk, Europeanization of pharmaceutical policy dtdoe rather improbable. First, a higher
degree of Europeanization promoting free marketaldvoender state intervention in pricing
and cost containment as market distortiiSecond, the provision of safety represents one of
the key functions of the modern state and its zadbn serves as an important source of
legitimacy. Constituencies preferring national okzeiropean regulation serve as an additional
reason for this position. While the influence oé tBuropean level grew constantly in many
areas, public trust in the capabilities of the fp@an Union to govern effectively did not
(Hooghe, 2003; Kaase, 1999; Lubbers & Scheepef35)2@\s voters could be expected to
oppose deeper integration in some areas, memhtergigernments should adopt a reluctant

stance towards such decisions.

3.3  The puzzle of European pharmaceutical policy

Given the identified implications for member statdge Europeanization of pharmaceutical
policy comes as a surprise. A closer look at tlsilte of the computation conducted in the
second chapter, clarifies this paradox from thespective offinancing While legislative

activity regarding pharmaceuticals was high comgai@ other aspects of health policy,
European activity focuses almost exclusively safety aspects while leaving the issue of

financingof pharmaceutical consumption untouched.

The identified regulations mainly addressed general questions related to tithée in
pharmaceuticals and questions regarding marketoas#tion. Releasedirectives mainly
cover the approximation of testing standards reggrdpharmaceutical safety, good
manufacturing and clinical practice and market ariiation. The only notable exception in
this regard has been directive No. 89/105/EEC, es$iing the transparency of measures
regulating the prices for medicinal product. As thee case of health policy, European
pharmaceutical policy must therefore be descrilseflamented rather than holistic. In fact, it
would be even more precise to characterize Europbammaceutical policy as safety or risk

regulation in the first place. This might explaihyymember states at least not actively oppose

%8 European governments can draw such conclusions @iter regulatory and policy fields, for example
environmental policy (Jordan, 2002) or economidgyo{Schmidt, 2002b), where Europeanization has been
more advanced.
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3.3 The puzzle of European pharmaceutical policy

European activity since it does not interfere witle national autonomy regarding the
financing of pharmaceutical expenditure. Howeviee, question why member states would be
willing to give up their autonomy in the area of apmaceutical safety still remains
unanswered. As previously stated, the importandtisfquestion is going beyond the narrow
field of pharmaceutical regulation. The generalsgioa is, why states delegate competencies
in sensitiveregulatory fields especially in the field of riskgulation, a trend that has not gone
unnoticed(Alemanno, 2008a, 2008b; Klinke et al.0&0Vogel, 2001, 2003; Vos, 2008). In
order to derive an answer to this question onetaemto the rich body of literature on the

subject starting on the most general theoreticalllef European Integration.

3.3.1Explaining delegation and shifting of competenciem the European context

European integration constitutes a research fiéldsoown within European studies and is
characterized by constant evolution. Most of theotles originated from the field of
international relations and therefore do not exeklg focus on the European development.
Nevertheless, they all share a common cognitiver@st in describing the European
integration process. Especially in the case oftithe main schools of European integration
neofunctionalismand intergovernmentalisinthis interest focuses on the larger developments

and integration steps on the European level.

Classicalstudies on the European integration process bifercompeting explanations, why
integration and a shift of competencies to the Ream level take place. While
neofunctionalist accounts stress the importandbefEuropean institutions as driving factors
and characterize integration as a self-sustainiracgss, intergovernmentalists view the
member states in the driver seat of further intigma(Pollack, 2000). Unfortunately, due to
the procedural focus neither of the two theoriesvigles an (explicit) explanation for the

reasons of initial integration.

While Ernst B. Haas (1958) as the most promingmtasentative of neo-functionalism focuses
on the interdependency of nation state rather thiantheir interests and motivation for
integration (Wolf, 2006: 67), representatives ofergovernmentalism focus on the state.
Accordingly, at least a functional explanation fieted by intergovernmentalism. Integration
and collaboration takes place, “when joint actipneduce better results, for each member,
than ‘uncoordinated individual calculations of selerest’.[original emphasis]” (Hoffmann,

1982: 33-34). However, the preferences of the saaté how these preferences are formed
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3. Re-theorizing the delegation of pharmaceutisél regulation

remain concealed in this explanation. Thisd spotof European integration was remedied
soon after. Starting from the premises of intergoreentalism and liberal theory Andrew
Moravcsik introduced a model of preferences undaglgtate action. In his view, integration
could be explained by a combination of member stgieeferences and interstate strategic
interaction (1993: 482% The basic dynamics of preference formation ondbmestic level
are easily traceable:
“The primary interest of governments is to maintdieamselves in office; in democratic societies, this
requires the support of a coalition of domesticevat parties, interest groups and bureaucraciessevh
views are transmitted, directly or indirectly, thgh domestic institutions and practices of politica
representation. Through this process emerges thef settional interests or goals that states bring t
international negotiations.” (Moravcsik, 1993: 483)
But how does this mechanism serve as an explanaégand economic integration, the main
focus of Moravcsik’s enquiry, for example regardisgrtoral integration and the growth of
European regulation? He emphasizes the need foectok action as a reason for the
Europeanization of regulation. If domestic policas not capable to solve domestic problems
because of interference from foreign governmemtsentives for coordination arise. Such
coordination will most likely involve the transfef certain powers to a supranational actor
(1993: 492). The preferences for coordination tesubm societal pressure, pushing
governments into a certain direction. In some wiagral intergovernmentalism could be seen
as precursor of the shift from the neofunctionalistrgovernmentalist divide towards a

rationalist/constructivist debate.

With this shift in debate the questiontudw was replaced by the questionvatfly integration,

or — to use a term central to rational choice theodelegationto a supranational actor takes
place. Rational choice approaches, especially nmationstitutionalism, therefore gained
popularity among scholars of European integraifo®ne advantage compared to previous
grand theoriescan be seen in the higher degree of sensitivifioRal choice can be applied
to both large integration steps as well as to memtal change at the European level and in
different sectors. Within rational choice theoBrincipal Agenttheory (P-A) serves as a
“‘common anchoring” (Tallberg, 2002b: 24) of exigtiriterature, studying delegation.
Member states act as principals delegating powantagent, in this case the institutions of the

29 Even though Moravcsik rejected the underlying cpteef neo-functionalism, the basic mechanism of
preference formation can be found in supranatish#fieories. Societal groups are perceived as #ia m
factor shapingnation states and European institutions preferefarefurther European integration (Nélke,
2006).

% For an excellent overview and critical discussifnprominent rational choice approaches in European
integration research see Kassim & Menon (2003).
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European Union. The basic explanation for delegatesembles the explanation put forward
by Stanley Hoffmann. According to P-A theory, delegn takes place, when expected
benefits outweigh expected costs. In essence ettpfanation is purely functional (Pollack,
1997a: 102) since, as Hussein Kassim and Anand Menuo it: “institutions are chosen or
created because of their intended effects” (20@3).1Based on this functional argument,
several scholars attempted to differentiate expians why states delegate powers either
internally e.g. by establishing national indeperidggencies, or externally to supranational
actors. Drawing on the works of Pollack (1997),l0edg (2002b) and Kassim & Menon
(2003), distinct benefits of delegation can be leidgut. The first and probably most striking
one is delegation in order to overcome problemsodictive action. A supranational agent is
installed to act as a monitor on contractual part&pable of convincing politicians to “jointly
tie their hands” (Tallberg, 2002b: 26). Delegat®erves as a mechanism to ensure policy
stability safeguarding long-term instead of sherirt interests. Furthermore, the creation of an
agent can help to solve the problem of inconsispaticy-making as an agent is granted
agenda setting powers to deliver relatively unldagelicy proposals (Pollack, 1997a: 106).
Closely connected to these arguments is the iskirc@mplete contracting: No contract can
take into account all factors, which have an impgcn the durability and effectiveness of the
contract. Thus, an agent is installed ensuring rectial flexibility and adaptation.
Furthermore, delegation can have a positive effactpolicy quality. This argument is
connected to the issue of asymmetric informatiohil®frincipals would need to devote time
to gather policy-relevant expertise, an agent aesigexclusively for such a task represents a
more efficient solution. As agents become experta certain policy field, policy efficiency
increases. Adopting a more pessimistic view, deélegaan be abused tock in distributional
benefits. Delegation in this context can be usesktaure certain gains by exporting them to an
agent. Finally, delegation can be employed for letahifting. As Morris P. Fiorina (1986: 39)
regarding legislative behaviour rightfully notesisk acceptance is not a standard assumption;
indeed, risk aversion is standard”. Government snmaotivation is to stay in office. This is
why they probably would shy away from political dgons, which carry a high risk of policy
failure or, to put it into more general terms,lditjains compared to possible high costs. As
Christopher Hood highlights: “politicians seekimgdaim credit and avoid blame from voters
face a choice of direction or delegation in anyigyoomain, while voters or citizens choose
between praising or blaming those who direct resjility in public policy”. (2002: 17)
Under such circumstances, politicians delegaterdteroto shift the blame and escape from

being held responsible. The identified reasonsired| above surely help to enhance the
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understanding of delegation. On the downside, #reystill extensions of the basic functional
argument (Flinders, 2008). Therefore, they arectdéfit by the same problem that Hussein
Kassim and Anand Menon formulated regarding liber&rgovernmentalism:

“Functional explanation is itself inherently proivatic owing to iteex post factattribution of motives

without empirical investigation, its stress on met&s that remain unelaborated, and its lack afigian

in identifying the mechanism that links cause fedf (Kassim & Menon, 2003: 127).
This criticism touches upon the issue of insuffitimicro-foundation of rational choice and P-
A theory. While both theories provide a rationakplanation for action, they do not discuss
preferences underlying state action beyond theoeoisviThey do not necessarily advance the
understanding of states’ motivation to delegateesithe reason for delegation is explained by
what is (rationally) expected from the act of del@on itself. While rational choice based
theories do provide a broader perspective on iategr, especially compared to earlier
theories, theiexplanatory powetherefore depends on what is under scrutiny. Tigrid the
field of regulatory policy, the theoretical accasimdo not offer convincing and holistic
explanations for the development of (risk) regolatin the EU (Kelemen, 2004). Going back
to the underlying subject of this study — pharm#écaupolicy — most reasons put forward by
rational choice theory offer little explanation feupranational delegation. If pharmaceutical
policy is perceived as risk regulation, Moravcsik €xample would argue that the traceable
integration resulted from incentives to cooperaté¢he first place: effective problem-solving
could only be achieved by collective action anddfere delegation to a supranational field.
Yet, it can be argued that national governmentst-eblegitimacy considerations — still prefer
to keep regulation under their control, even iviauld be rational and efficient to delegate.
Ensuring a credible commitments or policy stabilityere is no reason why they would have
to delegate the issue to a supranational actawoltld suffice to delegate horizontally, for
example by establishing a regulatory agency om#imnal level. Moreover, the explanatory
value in case of pharmaceutical regulation is dishied by the partial character of delegation.
While, member states did delegate pharmaceuticiis rifinancial aspects of regulation,
despite being subjected to the same potentialiefity gains, remained on the national level.
The second reason forwarded by Moravcsik identdasetal pressure as an alternative reason
for the delegation of national competencies toEbeopean level. European integration is thus
explained by power struggles on the national lepeshing rational governments to legislate
in favour of dominant interest groups in exchangeviote margins. Business interests try to

dominate these struggles, and due to their spedaifizest structure and resources available
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mostly succeed in this endeavour (Moravcsik, 19883-485). State preferences thus are a
function of societal power struggles, and the Eaewpization of pharmaceutical regulation can
be explained by a dominance of pharmaceutical inggsnterests (Abraham & Lewis, 1999;
Abraham & Reed, 2001; Krapohl, 2008; PermanandgRharmaceutical industry favours
European regulation, since it is connected to aefovevel of complexity. While this
explanation of state preferences is convincingends to oversimplify and exaggerate the
power of business interests. Certain industrie® leavenormous influence on political actors
and the pharmaceutical industry - given the impa#aas an employer and taxpayer - surely
resides amongst the most influential ones (Abrat2082a). Nevertheless, politicians need to
satisfy the interests of their voters, not necelgstvouring European integration in general.
While governments will have to account for econoamd industrial interests, their focus will

be on the preferences of the wider public as well.

Summing up the previous discussion, integratiooriles offer unsatisfactory explanations for
the integration of risk regulatory activities in ngeal and more specifically for the
pharmaceutical sector. Blame avoidance might howbeeexempted from such theoretical
objections. While the explanation put forward isdtional as well, an individual rationale
underlying action is implicitly provided: politions delegate to avoid blame. If a lack of micro
foundation is perceived as the key theoreticaltsbaning and reason for reduced explanatory
power of rational choice theory, such a micro faati@h has to be established and blame
avoidance — being the only explanation focusingnalividual political behaviour — serves as

the starting point.

3.3.1.1Delegation, regulation and blame avoidance

The modern theory of blame avoidance is based emwtrk of Kent Weaver. In his seminal
article The Politics of Blame Avoidand@986), Weaver develops his basic argument. The
notion modernis used in this study since Weaver himself notest the idea of blame
avoidance is traceable throughout political histgkyquote by Louis XIV reflects the basic
logic underlying the avoidance of blame: “Every dirh fill an office, | create a hundred
malcontents and one ingrate” (Weaver, 1986: 3#i)ially, Weaver discussed the trend of
automaticityin modern government, depicting a tendency off-lgaitation of discretion by
policymakers” (Weaver, 1986: 371). This voluntaeguction of room to manoeuvre comes as
a surprise, since politicians normally would be extpd to pursue a strategy that maximizes

their political options. If the assumption that tmain interest of any politician is to stay in
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office is correct, politicians need strategiesabiave this goal. Generally speaking, in order to
“claim credit” (Fiorina, 1977) politicians need take actior’* The more options he has to
take action, the easier it will be to achieve dreshximization. But the tendency to limit these
options becomes comprehensible as soon as the pissumof credit claiming as the only
motivation of politicians is modified. While creditaiming might be the dominant interest of
politicians, it is not the only one. Weaver singlest severalnon-electoral motivations
underlying political action (Weaver, 1986: 372)rdEiof all, political behaviour can be
determined byote trading Politicians may for example exchange votes feués with low
salience to them or their constituency. Secondtipahs can simply be motivated lgood
policy intentions acting because they (personally) believe thas wvorthwhile. The third
motivation might be seen ipower considerationsAction in this case is guided by the
motivation to improve ones’ position within a resppee institution. While these alternative
motivations do influence politicians’ decisions, &Ver plies for a realistic perspective
according to which the electoral motivations cheatbminate politicians’ behaviour. Despite
these non-electoral motivations, Weaver introdueesnore important concept into the
discussion:
“even choices that appear to offer substantial dppdies for credit-claiming can also create ilillw
from constituencies who feel themselves relativayabsolutely worse off as a result of a decision.
Politicians must, therefore, be at least as intedem avoiding blamefor (perceived or real) losses that
they either imposed or acquiesced in as they arelaiming credit’ for benefits they have granted.
[original emphasis]” (Weaver, 1986:372)
Instead of simply maximizing vote margins, poléics need to include the minimization of
risk into their respective utility function. As W= notes, the calculation of benefits is far
form an easy task for politicians. Besides diffeesin how political decisions convey into
constituency losses or gains, based on the impmetah single constituency groups, credit
claiming seems to be the dominant strategy onlyeunckrtain conditions. That is, if
constituencies “respond symmetrically to gains bsses” (Weaver, 1986: 373). In reality,
there is an uneven perception of gains and lo§s@sstituencies react more sensible to losses
than to comparable gains. The implications of #sgmmetry are obvious: “the concentrated
losses to constituents need not outweigh beneditsafpolicymaker to have strong blame-

avoiding incentives; it is enough that those castssubstantial” (Weaver, 1986: 373).

1 There are several examples that might provedbiaig nothingcan be a strategy to stay in office as well, e.g.
the German example of Gerhard Schroder and hiegirén economic policy during 2001-20Rq(itik der
ruhigen Hand (Hasel & Hoénigsberger, 2007). However, even iindonothing can serve as a short-term
strategy it can potentially backfire in the longnru
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While the line of argumentation put forward by Weais stringent, avoiding blame should
not be misinterpreted as a dominant stragegy se In specific situations, political decisions
can be dominated by non-electoral reasons whiledtimainance of electoral motivation is
taking a backseat In addition, the assumption of politicians as islerse actors might be
challenged as well. There are politicians willimgtake risks. Weaver is aware of this fact as
well. However, these objections do not change Hiielity of the blame avoidance claim itself,
rather they are a reminder that there isone size fits alapproach in explaining behaviour
and that the explanatory power of any approach lvélhighly contingent on its’ context. In
deciding on the right strategy and in the face ateptial losses for their constituency, risk-
averse politicians may consider the delegatiomd¢iependent regulatory commissioas the
best solution to avoid blame (Weaver, 1986: 388)miln (and political) risk aversion thus
provides amicro foundationfor the delegation of competencies based on blaveédance
theory. Since the concept of blame avoidance i®ldped in context of the US political
system, the transferability to the European cordext to the issue of supranational delegation
could be challenged. Yet, further support for tlemeyal applicability of blame avoidance
arguments is provided by the conceptdepoliticisationdeveloped by Peter Burnham in the
European context, sharing its basic assumptionsed@an a study of New Labours economic
policy, Burnham describes an underlying mechanisah dominates the work of governments:
“In short, governments must appear to be compessng way of gaining market confidence,
to create credit or leeway in policy terms.” (Buanthn 2001: 128). Confronted with high
expectations of their constituencies and an evewigg number of problems, governments
may struggle to promote their governing competeimcerder to ensure political support.
Therefore, they might employ a strategydefpoliticisation depicting “reducing the political
character of decision-making” to absorb the negagiffects resulting from heightened (voter)
expectations (Burnham, 2001: 128-129). Based onwibeks of Burnham, Jim Buller and
Matthew Flinders offer a more precise definitiordepoliticisation:

“Depoliticisation can be described as the range tools, mechanisohanatitutions through which

politicians can attempt to move to an indirect gairgy relationship and/or seek to persuade the demo

that they can no longer be reasonably held resblengbr a certain issue, policy field or specific
decision”(Flinders & Buller, 2006: 295-296).

%2 Budget consolidation might serve as a policy eXarfgr such behaviour, since consolidation impleEsses
for many societal groups and therefore limited ptié to claim credit. For a in-depth study see A&l &
Wenzelburger (2008) and Wenzelburger (2010).
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As the authors note, the term Burnham coined isregipe since depoliticisation does not
mean that an issue is not political any more. Rattiee term depoliticisation should be
understood as a special mode of governance, wigekssto reduce the direct control and
intervention of the state. It substitutes it with depoliticised mode of governance,
characterized by “the adoption of an relationsimgt{tutional, procedural or ideological) that
seeks to establish some sort of buffer zone betwediticians and certain policy fields”
(Flinders & Buller, 2006: 297). While the issuegaiverning competence is forwarded as the
main reason, the use of depoliticisation can bedbas the motivation to avoid blame in order
to stay in office as well. Depoliticisation “canlpdo insulate politicians in office from the
adverse consequences of policy failure.” (FlindgrBuller, 2006: 296). This explanation is
convincing especially in the case ofstitutional depoliticisationtaking the form of a

principal-agent relationship and thus delegation.

In contrast to previously discussed theoreticabants the concepts of blame avoidance and
depoliticisation seem to provide a more advancedersianding of European integration
regarding risk governance in general and the réigulaf pharmaceuticals more specifically.
But how does delegation of competencies to the figao level contribute to the claim of
competent governance and the deflection of blate&nl be argued, that governments given a
heightened level of scepticism of constituenciasaials the European capabilities would be
better offin keeping such fields under exclusive control. ldger, as Flinders and Buller
argue a different logic does apply since “some lemols will be either controversial or
intractable (or both), so much so that any decisims the risk of making matters worse rather
than better” (Flinders & Buller, 2006: 296-297).c8urisks push governments to delegate,
even if this means that future opportunities tonclaredit are forsaken. If a precondition for
staying in office is to appea@ompetentgovernments need to take the right political siecis
from a public point of view. Knowing what the pubkvants can be a tough task in certain
policy (and regulatory) areas. This holds especitlie for areas marked by a high level of
complexity. In this case politicians do not onlyugigle with understanding the preferences of
their voters, but with the fact that actual deaisidiave to be taken under the condition of
uncertainty. This is not to say, that there ardcgoareas where perfect information exist.
According to Ulrich Beck: “certainly, ultimate sedy is denied to us human beings” (1992:
96) and this holds true for politicians as wellt Ytee level of uncertainty decision-makers are
confronted with varies between policy fields. Itlvide higher in fields which present a new

challenge, confronting politicians with a lack okperience and policy expertise. The
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respective level of uncertainty thus seems to keutiderlying reason or rationale to delegate
risk regulation.

It is important to clarify the distinction betweancertainty and risk at this point (Renn, 2008;
van Asselt & Vos, 2006). While many authors viewthbooncepts as dichotomous, such a
separation seems to be inappropriate, since uiagrtand risk are connected rather than
distinct concepts. Risks can differ in their lee#luncertainty, which is determined by the
possibility to calculate and control them (van AsgeVos, 2006: 315). While this clarifies
the connection between uncertainty and risk, idsaisk to be definedRiskcan be defined as
the “possibility that an undesirable state of tgaladverse effect) may occur as a result of
natural events or human activities” (Renn, 2008:Urjcertainty is primarily connected to the
occurrence of the event, but in addition might lb@ught as impacting on the definition of an
effect as adverse. When talking about the modemm fof risk, such risks are distinct from
risks, which could be labelled as strokes of féflmdern, or as Ulrich Beck calls them,
industrial risk “presumes techno-economic decisions and deraiions of utility” (Beck,
1992: 98). The risks we are facing are no longesed by some higher power or nature, but
could be traced back to human activity. This cawsehange in the perception of risk and
automatically triggers the question of who is respbole.
“For with the origin of industrial risks in decisiamaking the problem of social accountability and
responsibility irrevocably arises, even in thossaarwhere the prevailing rules of science and kenmijt
accountability only in exceptional cases. Peopted, state agencies and politicians are respan$iil
industrial risk.” (Beck, 1992: 98)
From this perspective, the modern risk is no longewed as something abstract foom
abovebut something that is caused by decisions madedgnizations and finally individuals,
who can be held responsible. As Beck (1992: 1033idhe attribution of responsibility is
complicated by the rise @irganized irresponsibilitysources of risk intermingle and with the
number of possible root causes, it gets hardemjoomt a single cause or the combination of
several causes for the damage done. Despite thislepn, risk societiesengage in the
"calculus of risk” (Beck, 1992: 99); by using sstital description of risks, the issue is
elevated from the individual to the aggregated IleVkerough this procedure, risk seems to be
controllable, since numbers can express the prbtyathiat individuals will encounter such a
risk. Riskbecomes societal phenomenon and the responsibilityHerdontrol of these risks
iIs handed over to the political actors (Beck, 1992). The initial uncertainty connected to
risks is not diminished but only transformed: piobaes replace the diffuse concept of
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uncertainty regarding the occurrence of events.pbeghe shared responsibility for risks,
government can be expected to be the first actoesoturns to. The state becomesisk
regulatory stateresponsible for these industrial risks, even thoiigaces the same level of
uncertainty regarding the appropriate regulatotgrirention. Politicians are thus faced with
another meaning of uncertainty. While they are aw#rat voters want regulation, the right
form of regulation is unclear. The situation leatres rational politician with a decision: either
to adopt a specific regulatory policy, or to dekegdne decision. Going back to the argument
of Fiorina according to whom *“risk acceptance ig aostandard assumption” (1986: 39)
adopting the second option becomes highly likelgleQation to circumvent a tough decision
under uncertainty, stimulated by the identifieck reazersion of political players finally does

offer an explanation why risk regulation is deleght

Delegation of risk regulation may therefore notvimved as &lame avoidingstrategy in the
first place. The underlying reason for the act eledation inuncertainpolicy fields is not to
avoid blame but uncertainty. The relation betwedamle avoidance and uncertainty is a
hierarchical one: uncertainty may lead to blameidauace. Delegation of risk regulation can
be explained by the fact that uncertainty is higharding the aim of regulation, making the
certainty of political gains hard to compdf8ut if this explanation is true, how do risk
aversion and the avoidance of uncertainty of natiogovernments explain European
integration in the field of regulation? As most dhes of delegation mainly cope with the
national level, the question arises, why delegatmm national regulatory agency does not
suffice. An answer is provided by Christopher Houating that delegation to avoid blame
presupposes the willingness of tiielegateeto accept their role in thielame gam&gHood,
2002: 27-28). European institutions seem to diffem those in the national setting in this
regard. The need of national actors to shift blaomcides with the preference fomore
Europeof supranational institutions (Tallberg, 2002b).2¥hile national regulatory agencies
might be reluctant in taking the blame, Europeatitutions accept the blame in exchange for
more competencie$.A second reason for the Europeanization of rigjlaion can be seen
in the way such a regulatory structure maximizesphtential for blame avoidance:

“the ideal design for a regulatory regime is onewinich standards are set by international experts,

monitored by autonomous agencies and enforced ¢af Buthorities — leaving those politicians in the

% The principle advantage of this explanation is shand micro foundation based on the concept of huma

risk aversion. Moreover, uncertainty has been ifledtas a constituting characteristic of risk riagion
(Breyer, 1993; Fischer, 2009).

Another argument could be seen in the fact, tieadelegation to the European level maximizes thuice
andbuffer zonébetween national governments and the delegatéc/dld.
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happy position of being able to blame everyone ediger than being blamed themselves when things
go wrong.” (Hood, 2002: 20)
Moreover, the delegation of risk regulation to Epgooften happened after delegation and
levelling upof regulatory standards on the national levelaglyetook placé® Therefore, it can
be conceptualized as tkecond stejn the blame avoidance strategy. If blame avoidaard
underlying uncertainty are perceived as drivingcésr for delegation in the field of risk
regulation, the emergence of such diversified stines should be traceable in the respective

“regulatory regimes” (Hood et al., 2004).

Summing up the theoretical discussion of the previgections, Europeanization of risk
regulation and the fragmented integration of phaenétical regulation can be theorized as a
consequence of the tendency of governments to avadrtainty. This explanation should not
be seen as opposing previous accounts of Europgagration and delegation. Daniel
Kelemen and Annand Menon have recently emphasizad “the nature of EC regulatory
activity is shaped by a myriad of - not least podit - forces.” (2007b: 188). In other words, no
single cause and explanation may be able to acctmntll aspects of EU regulatory
integration, let alone the European integrationcpss as a whole. Nevertheless, uncertainty
avoidance offers an explanation based on a sourmoffoundation circumventing the
“functionalist fallacy” (Krapohl, 2008: 25). It tlsuprovides an alternative and more specific

explanation for the Europeanisation of regulatayvities regarding risks.

3.3.2Re-theorizing the rise of the European (risk) regudtory state

While the topic of pharmaceutical policy is a ratlspecific case, the general growth of
regulatory competencies on the European level leen lanalyzed extensively (Kelemen,
2005; Kelemen & Menon, 2007b; Majone, 1999; Mora@02). The research on European
regulation is deeply interwoven with the concept tbé regulatory state The concept
popularized by Giandomenico Majone focuses on natidevelopments. Modern states ought
to fulfil three different types of functions: rettibution, stabilization and regulation (Moran,
2002: 402). The first meaning of the regulatoryestaan thus be seen in the simple demand for
state led regulation. The “rise of the regulatotgtes’ (Majone, 1994b), which in essence
describes a shift in the balance between the thuestions of the modern state, is seen as a

“paradoxical consequence of the international debatbout privatization and

% The case of pharmaceutical regulation is exceptiontis regard, as the levelling up of nationnslards
was mainly caused by a harmonization of Europekas r(Collatz, 1996).
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deregulation”(1994b: 77). As regulation by publwreership became unpopular in the late
1980s, European states started to privatize theirikdustries. This shift in regulatory tools
from ownership to the control of now private owrgpsthrough regulatory policy, explains
the rise of the regulatory state on the nationatlldt would be probably more exact to speak
of a shift towards the regulatory state, since the main ohatguld be seen in a change of
tools, not in a change of basic activity. The rigeregulation as a preferred tool of state
activity on the national level is matched by a $amidevelopment on the supranational,
European level. The preference for regulatory peh@king can be explained by the
constraints Brussels has to deal with:

“Because the Community budget is too small to allarge scale initiatives in the core areas of welfstate

activities — redistributive social policy and maetonomic stabilisation — the EU executive coulddase its

influence only by expanding the scope of its refguiaprograms: rule making puts a good deal of pawe

the hands of Brussels authorities, in spite of begetary constraints imposed by the member states”

(Majone, 1999: 2).
While offering a convincing explanation for the asig reliance of the European level on
regulatory policy the question of delegation frohe tnational perspective is still open.
Answering this question is of central importancece Majone views the delegation of
regulatory competencies itself as one of the dgviorces of the changes discussed on the
national level. The shift from the positive to tlegulatory (national) state is accelerated by the
need of national regulatory systems to meet Eumopgeguirements (Majone, 1996a). As
Majone notes, delegation is a tool to enhance thdilaility of regulation in order to satisfy
business needs (Majone, 1999: 6). This explanatiozonvincing in the field of economic
regulation. Indeed, a strong growth of regulatongpat in the pharmaceutical field can be
witnessed in relation to the establishment of themmon market, namely the adoption of the
Single European Ac(SAE). Even today, market completion serves agidand factor as
“most EC regulation [...] has been linked, eitheredily or indirectly, to the drive to
‘complete’ the Single market [original emphasisKe{femen & Menon, 2007a: 176). What
could be considered as a paradox in the first pleetually quite the opposite. The creation
of a single market did not lead to a race to thiobm but to re-regulation. While the single
market advocates freedom of trade, such freedomotdre sustained without any rules. What
was instilled instead was the replacement of “tlhéclpwork of national regulations with
harmonized measures at the EC level” (Kelemen & dneR2007a: 176). In order to realize the
benefits of the single market, the shift of