Part I. European Agencies
The European Medicines Agency (EMEA) and
the European Food Safety Authority (EFSA)
David DEMORTAIN

T

his part of the report summarises the content of academic
publications concerning the establishment and functioning
of independent European food and pharmaceutical agencies. The European Medicines Agency (EMEA) started its
operations in 1995. It was set up as part of a reform of the regulatory
procedures for the marketing of pharmaceuticals. The Agency belongs
to the so-called second wave of European independent agencies, together with the European Environment Agency (EEA), for example.
The European Food Safety Authority (EFSA) was created in the aftermath of the successive food crises which took place at the end of the
1990s and contributed to putting food safety on the political agendas
throughout Europe. Its formal creation, in 2002, was part of a third
wave of European independent agencies, together with, for instance, the
European Aviation Safety Agency or the Maritime Safety Agency.
The EMEA’s competence encompasses the preparation of authorisations for marketing human and veterinary medicines, the collection
of information concerning adverse drug reactions, and the coordination
of inspections by national authorities. It has a staff of about 440 people
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and runs a large budget of 150 million Euros (partly constituted of fees
paid by the industry for the evaluation of product applications).
The EFSA prepares scientific opinions concerning the risks of
certain foodstuffs, molecules or bacteria, and certain nutritional regimes.
It is entrusted with the collection of data regarding food consumption
and food risks. It has a specific mission of identifying emerging risks.
All its missions are carried out in cooperation with national bodies,
which are closely associated to its activities through an advisory forum.
In 2006, its budget was 47 million Euros and it had 250 staff.
Although their powers and mandates are limited, the EMEA
and the EFSA are not just information or executive agencies. Their activity is part and parcel of the regulation of food and pharmaceuticals.
Without the scientific opinions they deliver, the European Commission
(hereafter referred to as “the Commission”) would be unable to make
decisions to authorise, withdraw and label products – human and veterinary medicines, agrochemicals, food and feed additives, new foods – or
to regulate the conditions in which these products are manufactured,
distributed or consumed. In this respect, they may be called “regulatory agencies”.
The fact that these two agencies are similar (from the point of
view of their role in products regulation and their mandate) but belong
to two different “generations” of agencies, makes it particularly relevant
to compare them. Such comparison is likely to bring up insightful views
on institutional change in the European Union (hereafter referred to
as “EU”). It may also help to answer the question of how European
independent agencies gain political authority or respond to democratic
challenges that bear on the future of the EU.
This part of the report is based on a collection of references
which are mainly academic. Those presented here are focused on the
EMEA, the EFSA or the creation of agencies in the EU in general. The
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main references are quoted in the text, in the following way: [Majone
1997]. We have included a number of references that belong to grey
literature, such as official reports by EU institutions, by individual experts or by think-tanks. These references are included in the footnotes,
together with full references to academic papers with a focus other
than European agencies. A box with information on the type of papers
quoted is provided at the beginning of each section. Short biographical
notices on authors are given in footnotes where relevant.
This section of the report is structured as follows: the first part
presents a series of publications that raise the question of what agencies
are and why they are created. Agencies still appear as an unusual phenomenon with regard to the organisational forms, institutional systems
and policy-making processes that political scientists are used to investigating. There is moreover a wide diversity of agencies. Therefore, none
of the researchers looking at agencies escape the task of characterising
them and the process of delegation. It follows from these publications
that the creation of agencies is a trend with great impact on the shaping
of the European polity itself. These far-reaching political and institutional implications of the multiplication of agencies are further explored
in the second part. It looks specifically at delegation as a process of
change of the form of the European polity, the process of institutional
designing, the emergence of networks of national administrations, and
the attempts to harmonise the design of agencies. In the third and fourth
parts, the literature relating to the two specific cases of the EMEA and
the EFSA is presented.
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1. Making sense of the agency phenomenon
The creation of independent administrative bodies with an official function in policy-making or implementation, and labelled “agencies”, started as early as the 1970s. Since then, agencies have been set
up for a bewildering variety of reasons and with diverse structures. A
very large part of the literature thus endeavours, before investigating
their activities and functioning, to make sense of what agencies are.
In the following section we will successively present three different attempts to characterise agencies. The first one is close to a task
of legal codification: researchers have attempted to create a typology
of European agencies and to establish a definition of what European
agencies are, based on characteristics that are common to all of them. A
second strand of the literature builds on the “principal/agent” framework
of analysis. Authors following that perspective have described in detail
the “delegation” of powers to agencies by political principals, that is,
the underlying causes of the multiplication of agencies. The third and
final corpus of publications looks more closely at agencies in the context
of the reform of the European institutional architecture.
1.1. What are agencies?
The bewildering variety of independent bodies that have been
created throughout the history of European integration makes it essential
for researchers but also for institutions to circumscribe the phenomenon.
There is politics behind the use of the label “agency” to designate a given
institutional body [Metcalfe 2000] which can, in theory, apply to a wide
variety of bodies created since the 1970s by the European Community,
outside the traditional executive, the Commission (“centres”, foundations, boards, committees, etc.).
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In this section of the report, we will focus on early attempts, by lawyers
mainly, to codify the variety of independent bodies created in the EU and
the essential characteristics defining an agency. The papers presented here
are authored by lawyers from various Dutch, Belgian, German universities
(some of whom have been officially involved within institutions).
Some of these early research studies were presented during conferences held
at the European University Institute on the topic of European agencies, in
1996 and 1997. The papers delivered at this conference were published as
working papers of the European University Institute and as a special issue
of the Journal of European Public Policy in 1997 [Kreher 1997, Dehousse
1997, Majone 1997, Shapiro 1997].

1.1.1. Looking back at the history of institutional creation
The creation of independent or inter-institutional bodies of all
sorts can be seen as a parallel process of European integration. As early
as the 1970s, some authors – mainly lawyers – started to write the history
of that process. In a paper published in 1979, Lauwaars observes that
the birth of other bodies happened quite naturally once the community
started to function: Coreper, comitology, intergovernmental consultative
organs, European Council, Standing Veterinary Committee, Special
Committee on Agriculture, etc. [Lauwaars 1979].
The creation of agencies has clearly been a permanent feature
of the history of European integration. More precisely, agencies have
come in waves [Kreher 1997, Vos 2003, Kelemen 2002]. Agencies of
the first wave, in the 1970s, were linked to the implementation of social
policies, and were characterised by a tripartite organisation. These were
the European Centre for the Development of Vocational Training, and
the European Foundation for the Improvement of Living and Working
Conditions. The second wave of agencies surfaced at the end of the
1980s: the European Environment Agency, the European Training
Foundation, the European Agency for the Evaluation of Medicinal
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Products, etc. The third wave peaked in the early years of the new
century. The creation and location of no fewer than thirteen agencies
were discussed at the European Council of Laeken at the end of 2001,
including the European Food Safety Authority, the European Maritime
Safety Agency, the European Chemicals Agency, etc.
It can be considered that agencies emerged as “real actors” on
the European scene only in the 1990s and early 2000s [Tallberg 2006]:
only then were agencies given tasks and mandates related to policies
of the first pillar of the European Community, and that were high on
the political agenda of the European Union.
1.1.2. Defining what a European agency is
The definition of agencies is a very difficult task, warn Kreher and
Thatcher [Kreher 1997, Thatcher 2002]. Depending on the criteria that are
chosen to describe agencies (date of creation, process of creation, tasks,
powers, etc.), a very different picture emerges. The discussions held at
two consecutive conferences at the European University Institute in 1996
and 1997 resulted in the following definition, established by Kreher:
« EC [European Community] agencies are specialized administrative bodies, provided with legal personality, governed by a management board mainly composed of member states’ representatives and
operating outside supranational institutions, which in legal terms
do not belong to the European Commission (the Commission) or the
Council of the European Union (the Council) and are not explicitly
mentioned in the EC treaty. All EC agencies were born as the product
of legislative decision-making. » [Kreher 1997]
Thus, in spite of the heterogeneity of agencies – created for
specific reasons and specific times – it has been possible to find criteria
to characterise them. Subsequent publications have confirmed these
criteria. Some have been emphasized, such as organisational structure
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(agencies as headed by an executive director and supervised by a board)
and the reasons for their creation (the execution of Community policies)
[see for instance Bergström & Rotkirch, Gerardin & Petit 2004] or the
fact of possessing a legal personality [Yataganas 2001, Vos 2003, Chiti
2004, Bergström & Rotkirch 2005].
Actually, the fact of granting legal personality to an autonomous
executive or regulatory body has become a rule of customary law that is
typical of the process of creating agencies. According to Schusterschitz,
the granting of legal personality is necessary from a functional perspective (that is, in order to give agencies the capacity to rent offices
and recruit personnel). Agencies should even be given international
legal personality. Traditionally, Member States have treated agencies
as international organizations, at least implicitly. Agreements signed
between the host Member State and agencies generally contain provisions that are typical of public law (headquarter agreements, tax and
customs issues, status of personnel, status and security of premises,
issuance of identity cards and diplomatic license plates for motor vehicles.) These treaties constitute public international law, for the very
reason that entities with legal personality under national law only could
not enter into comparable agreements. Thus, the international legal
personality of European independent agencies should be automatically
recognised, even if a corresponding treaty provision does not exist,
but provided the institution possesses a certain stable organizational
structure comparable to that of recognized international organisations
[Schusterschitz 2004].
This latter contribution shows that the “label” agency [Metcalfe
2000] is starting to correspond to a reality, which can be captured with
more and more precise concepts, including legal ones. The definition
provided by Kreher was actually retained by the European Community.
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In 2001, the Legal Service of the Commission defined the concept of
agencies in the following way1:
« A “community agency” refers to a decentralised body, created by
regulation, with legal personality. It has its own autonomous management bodies, financial independence, staff covered by the staff regulations of the European Communities, and defined missions and tasks.
It is a body governed by European public law; it is distinct from the
Community Institutions (Council, Parliament, Commission, etc.). It
is set up in the framework of the European Union’s “first pillar” ».
Consensus seems to emerge around a series of common characteristics which help to identify agencies or to use this “label” accurately:
the fact of being created through legislative decision-making, having
legal personality (and therefore formal independence from other EU
institutions) and having an organisational structure. For instance, the
Commission's official definition resembles the one established by
Thatcher2: “independent regulatory agencies” can be seen as bodies
which are created by legislation, with elected officials as their principals.
They are organisationally separate from governments and headed by
unelected officials. They are given powers over regulation, but are also
subject to controls by elected politicians and judges [Thatcher 2002].
In this sense, the EU has eventually developed its own legal
and constitutional “tradition” in the creation of independent agencies. However, it still relies on a procedural criterion to make sense
of the functions of agencies (functions derived from choices made
by principals during the adoption of the Regulation that creates the
Cf. the European Union website: http://europa.eu/agencies/index_en.htm
Mark Thatcher is Senior Lecturer in Public Administration and Public Policy, Department
of Government, London School of Economics, and a member of the Centre for the Analysis
of Risk and Regulation (CARR), LSE. His research lies in the field of comparative public
policy and regulation in Europe. His interests lie in the way that institutions are designed
and created, and the effects of those institutions on the relationships between politics and
markets. He has worked on the regulation of telecommunications and other utilities in
Britain, France, Germany and Italy, and at EU level.
1
2
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agency). Establishing classifications of agencies makes up for the lack
of a substantive concept for describing the specific function or role of
agencies in policy-making.
1.1.3. Functional classifications
Lawyers have helped to make sense out of a rather bewildering
multiplication of independent bodies, which were neither foreseen by
the founders of the European Communities nor provided for by the
European Community Treaty. The cumulative progress made by these
authors has consisted in going beyond the often observed lack of a
common administrative model behind all agencies. The establishment
of a definition betrays the fact that researchers are generally tempted to
think of a common logic underlying the formation of all these agencies.
However, as the Commission notes, the « differences far outweigh the
similarities » of EU agencies: « in other words, there is no single model
for a European agency; there are several »3. Consequently, other ways of
conceptualising have been used: identifying the common characteristics
of agencies or establishing classifications.
Establishing classifications is the other strategy used by legal
analysts in order to create a coherent picture of what agencies are. A
consensus seems to emerge from legal publications and official reports
on the need to distinguish agencies with regulatory powers from those
that are deprived of such competence. Here too, the paper by Kreher appears as a seminal work. He distinguishes between information agencies
(collecting and disseminating information, managing expert networks)
and executive agencies (supposed to execute new community regimes
and service provision) [Kreher 1997]. The Commission uses a very
similar classification. The official terminology used by this institution
Commission of the European Communities, “The operating framework for the European
Regulatory Agencies”, Communication from the Commission, COM (2002) 718 final.
3
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is made up of two categories: “Community” (or “regulatory” agencies)
and executive agencies.
« Executive agencies are responsible for purely managerial tasks,
i.e. assisting the Commission in implementing the Community’s financial support programmes, and are subject to strict supervision by
it. […] By contrast, regulatory agencies are required to be actively
involved in the executive function by enacting instruments which
help to regulate a specific sector. The majority of them are intended
to make such regulation more consistent and effective by combining
and networking, at Community level, activities which are initially a
matter for the Member States. »4
However, several versions of this common scheme now coexist.
As more consideration was given to the practical role of agencies in
regulating, more complexity has been brought in. Thus, various authors
try to account for the fact that, in spite of formally limited powers, some
agencies are more than “executive” bodies. Even though the EMEA may,
formally speaking, be an information agency, it has a separate status: in
practice, its opinions are constraining on the Commission, which has
contradicted them only once over the last ten years [Kreher 1997]. In
a similar fashion, some authors have refined the dichotomy between
executive and regulatory agencies. Vos distinguishes between information agencies (such as the EEA), management agencies (what the
Commission refers to as “executive agencies”) and regulatory agencies:
those bodies which are, in some way, necessary elements of regulatory
regimes (i.e. the EMEA and the EFSA) [Vos 2003]. The Commission
officially distinguishes between agencies which provide assistance in the
form of opinions and recommendations (EFSA, EMEA), those which
provide assistance in the form of inspection reports (EMSA), and those

4

- 10 -

Commission of the European Communities, ibid.

PART I

−

EUROPEAN AGENCIES

:

THE EUROPEAN MEDICINES AGENCY ( EMEA )

AND THE EUROPEAN FOOD SAFETY AUTHORITY ( EFSA )

empowered to adopt individual decisions which are legally binding on
third parties (OHIM, CPVO, EASA) 5.
1.2. Understanding delegation
The papers presented above show that the instruments or the
strict legal competences of agencies do not exhaust their variety. In
particular, agencies fulfill various functions depending on the sector in
which they are established. Capturing the phenomenon of “delegation”
as a political process helps to circumvent this difficulty. It allows for
a more complex analysis of the origins of the formation of agencies,
in between general understanding of politics in federal systems and
sectoral case-studies.
An alternative way of conceptualising agencies thus consists in
explaining the decision to create them: why do principals autonomously
decide to deprive themselves and governmental authorities from some
of their powers and functions?
The principal/agent framework (PA theory) has become a major analytical tool
to investigate the question of why principals decide to delegate and what specific
institutional problems are posed by the creation of independent agencies.
Political science built on this approach to elaborate theories of delegation and
concepts of what independent agencies are. This is the case of Giandomenico
Majone. The academic papers published by this author between 1995 and 2001,
as well as the report drafted for the Commission in 2000, will be presented here.
Commission of the European Communities, ibid. The development of a functional
classification is a very common trait of papers which consider more than one agency.
For instance, Everson and Majone [2000] have developed a relatively similar classification: they distinguish between regulatory agencies, information agencies, adjudicational
agencies and agencies pursuing a constitutional goal. Bergström and Rotkirch [2003]
distinguish between the function of “administration”, “authorization” (uniform application of a well-defined legal regime, like EMEA) and “coordination” (like EFSA), the
latter being the largest category as it includes the well-specified “information” agencies.
Yataganas [2001] sees four types of agencies: regulatory (helping operations of the internal market); observatories (monitoring); cooperation (promotion of social dialogue);
and executive (sub-contractors to European public service).
5
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Approaches other than the PA theory have been proposed later on to respond
to the limitation of this analytical framework, notably with a special issue of
the journal West European Politics, supervised by Mark Thatcher in 2002 and
republished as a book [Thatcher & Stone Sweet 2003].

1.2.1. The functional advantages of agencies for principals
While no classification seems to have imposed itself, the definition of functional advantages of agencies has gained a great deal of
consensus. Why does delegation occur, and how is control ensured?
Why are agencies created? These questions constitute a field of study
sometimes referred to as executive politics. This field revolves around
the problem of the organisation and distribution of executive powers,
the way they are delegated to non-governmental bodies, and the way
executive actors are held accountable for their actions [Tallberg 2006].
The consistency of arguments deployed in the different papers on the
subject attests to the clear focus of these issues. The main idea is that
principals (elected officials) calculate the costs and benefits of delegation. They delegate because they find that agencies can relieve them
of certain pressures and problems [Thatcher 2002], and they wish to
decrease the risk of being held responsible for policy and regulatory
failures – the so-called mechanism of “blame-avoidance”.
The argument outlined above was adapted to the EU case and
diffused by Majone, who developed a neatly-formulated and oft-quoted
theory of delegation to independent agencies6.
An Italian national, Giandomenico Majone, did his doctorate at the University of
Berkeley. His background is in political economy, statistics and mathematics. He spent
the earlier part of his career studying the political economy of power, policy-making, and
social and economic regulation. Having studied the regulation of utilities in the USA and
the role of regulatory agencies, he developed a more general theory of policy-making
within federal systems, reaching the conclusion that the EU should be qualified as a
“regulatory state”. He developed his findings on the EU in a systematic way from 1995
onwards, while in post at the European University Institute. Two conferences on European
independent agencies were organised at the EUI in Florence, in cooperation with the
European Commission, during his stay there. During the preparation of the White Paper
6
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His starting point is two-fold. Firstly, he observes that regulation as a policy commands more and more political attention and
resources, compared to the redistribution or allocation functions of the
state. Regulation has come as a substitute to direct administration of
major utilities in the USA and progressively in Europe. According to
Majone, independent agencies are the institutional feature of the new
regulatory state. This has been the case in the USA for a long time,
and is becoming a reality in Europe as well [Majone 1996]. Secondly,
Majone considers that delegation to politically independent institutions
is explained by cognitive factors and willingness to reduce decisionmaking costs (as much as by blame-avoidance).
Hence, the main reason why “all mature democracies” choose
to delegate powers to non-majoritarian institutions is that this is a way
to achieve policy credibility, which is crucial in a context of growing
scientific and technical complexity. The fast pace at which standards
and rules change requires quick technical adaptation of legislation.
Policy continuity is a necessary condition of policy credibility. The
time-inconsistency of decisions made by different principals ruling at
different periods, ruins the predictability of the environment for businesses. Delegation to independent agencies is a solution in both respects.
Agencies can help to organise expert consultation or cooperation with
interest groups in a flexible manner. Delegating certain tasks to independent agencies also shields the execution of technical tasks from political
interests (party interests at the national level, national interests at the
Community level) [Majone 1999, Everson & Majone 2000b].

on European Governance, Majone, together with other scholars, was entrusted with the
drafting of an ambitious report on European agencies. The report proposes a theory of
delegation, built on the assumptions of a rational choice theory of political action and
institution-building. It was republished as a chapter in [Majone 2001], with a foreword
by Jérome Vignon, Chief Adviser to the European Commission and responsible for the
White Paper on European Governance.
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Thanks to that theory, Majone managed to spell out a much
simpler concept of what an agency is, based on one essential functional
characteristic:
« The essential characteristic of an agency is not its institutional
separateness, but its functional independence, that is, the decisional
autonomy it enjoys with respect to some defined policy areas. As long
as an administrative office is in complete charge of a programme,
it is an agency even if it is a sub-part of a larger unit. » [Everson
& Majone 2000b].
This concept makes the case against the idea of “independence”,
in favour of that of “autonomy”. Majone’s point of view was influential
at the end of the 1990s, during the preparation, by the Secretariat General
of the Commission, of the White Paper on European Governance. The
policy credibility hypothesis permeates the report of the Secretariat
General on agencies7. The Commission clearly took up the idea of a
common functional logic behind the creation of agencies8.
1.2.2. Controlling autonomous agencies
From the point of view of the principal, there is a risk of a bureaucratic drift occurring once functions and powers have been given to
the new autonomous body. Monitoring and sanctioning mechanisms are
necessary for the principals to keep control over an agent that “shirks”
(following its own preferences) or “slips” (making decisions that are not
Quero, A., Report by the working group “Establishing a framework for decision-making
regulatory agencies”, SG/8597/01-EN.
8
The PA theory is unable to provide answers to the questions of when and how agencies
are created. It cannot account for the many institutional and organisational variations from
one sector or one country to another, since it is assumed that the functional pressures that
lead principals to delegate, produce their effects permanently [Thatcher 2002]. Thatcher
extracted other variables which influence the moment when delegation occurs and the institutional design is eventually chosen. Even though his research is not focused on European
agencies, they are worth mentioning here: isomorphic phenomena (imitation of reforms
made elsewhere and believed to be legitimate and efficient), historical state structures and
traditions, the type of political leadership, a general context conducive to state reform.
7

- 14 -

PART I

−

EUROPEAN AGENCIES

:

THE EUROPEAN MEDICINES AGENCY ( EMEA )

AND THE EUROPEAN FOOD SAFETY AUTHORITY ( EFSA )

desirable for the principal). This consequence of delegation has been
one of the focuses of PA theorists9. They set the focus on the methods
of institutional design that principals can use to increase the likelihood
of the delegation being beneficial to them.
The US experience has been crucial here too. Majone took up
the oft-quoted theory of Moe, according to which the combination
of a variety of control mechanisms should result in the following
ideal situation: « no one controls the agency, yet the agency is under
control »10. Reaching such a result depends on “good institutional
design”. A number of mechanisms may be used: executive oversight
(e.g. annual review of the work programme), budgetary evaluation and
cost control (e.g. establishment of a ceiling of maximum expenditures
for each agency), procedural control (establishment of procedural requirements and standards for good regulation imposed on agencies),
judicial review (review of agencies’ decisions by a judicial authority)
and network coordination (obligatory involvement of stakeholders in
decision-making) [Yataganas 2001].
Over time, several elements have been emphasized as the most
critical. These include the attribution of decision-making responsibility,
the organisational form of the agency, the procedure for appointing the
heads of agencies, the review procedures, and the ex-post monitoring
and allocation of resources. However, the simplest and most-effective
way of improving accountability is to oblige regulators to give reasons
for their decisions, and to leave a legal possibility for supervisors to
override regulatory decisions, following clear procedures and transparent criteria [Majone 1999, Everson & Majone 2001].
The original authors quoted by Egan are the following: Pollack, M. (1997). “Delegation,
agency and agenda-setting in the European Community.” International Organization
5(1):99-134; Moe, T. (1984), “The new economics of organization.” American Journal
of Political Science 28(4):739-777; McCubbins M. (1985) “The legislative design of
regulation structure.” American Journal of Political Science 29:721-748.
10
Moe, ibid. Quoted in Majone 1997, Everson & Majone 2000a, Yataganas 2001.
9
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Despite the indications given by the principal/agent framework
that delegation leads to a critical problem of control and accountability, few scholars have examined how political accountability actually
operates in the EU. It remains an extensive field of study, with many
questions to solve, as Egan showed. In her study of the delegation of
standardisation by the Commission [Egan 1998], she explained how
the Commission had designed a variety of mechanisms to improve the
control of standard-setting bodies and accelerate the pace of their activities, which until then had been unsatisfactory. The Commission gave
itself the possibility to impose budgetary sanctions if standard-setting
bodies failed to meet the agreed-upon deadlines. It also established a
promulgation procedure, whereby it was entitled to verify that standards
were the most appropriate and suitable ones.
1.3. Governance crisis and reform of the EU
Following the first conferences held at the European University Institute in
Florence and the establishment of a widely accepted framework by Majone,
the topic of agencies became part of the domain of European studies.
Several researchers in European law and political science (Renaud
Dehousse11 and Mark Thatcher), as well as a PhD student in law at the
European University Institute (Ellen Vos, now a Professor at the University
of Maastricht), linked the formation of agencies to current problems faced
by the EU and the reform of its governance.

Renaud Dehousse is a Jean Monnet professor at the Paris Institute of Political Studies
(Sciences Po), where he runs the European Center. He studied law at Liege University
(Belgium) and the European University Institute in Florence (Italy). He was a teacher at
this institute and also at Pisa University (Italy). He then lectured at Michigan University
and Florence University. Renaud Dehousse has been a consultant for several European
Union offices. His research work focused on comparative federalism and the insitutional
evolution of the EU.
11
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The EU has specific reasons for using agencies: the extension of
EU competence, the regulatory failures which appeared in the 1990s, the
implementation or enforcement gap it faces, the institutional complexity
of the overall EU architecture, etc. have all been seen as causes for the
creation of agencies in the EU.
Majone defends the neo-functionalist assumption that integration occurs only if and where progress is not hindered by parliamentary
or national squabbles, in domains that are “shielded” from political
interests. But the EU has become a more and more politicised system.
Parliamentarians obtained influence over policy-making and institutional action through Treaty reforms12. Mutual trust and loyal cooperation among Member States in general is lacking. The traditional
“Community method” (inter-institutional decision-making at EU level,
and decentralised enforcement through directives) is no longer suited
to the implementation of complex technical and scientific issues for
which certain countries lack the necessary expertise and capacities.
Against these trends, the creation of agencies is a beneficial move. It
shields policy areas from the “perils of politicisation”.
As the EU becomes politicised and the inter-institutional balance
is tilted (European Parliament is stronger, the Commission is politicised,
Member States appear weaker in steering integration), agencies serve
to put the balance right again. This approach is a response to the undermined credibility of EU institutions’ capacity for tackling technical and
regulatory issues, where the Commission has failed (standard-setting
for food and pharmaceuticals, for instance). A clear illustration of this
is provided by product regulation. Since the classical methods of harThe co-decision procedure, whereby the Parliament and the Council are established as
co-legislators of the European Union, was included in the Maastricht Treaty. It applies
to several policy areas, the number of which increased with the Amsterdam Treaty.
According to this procedure, a regulation is officially adopted only once the Parliament
and the Council have come to an agreement, after several successive readings and a
conciliation procedure, where necessary.
12
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monisation through mutual recognition did not yield as many benefits as
anticipated, the Commission devised a new approach. The main feature
of this approach is that legislative harmonisation is restricted to laying
down essential health and safety requirements which will be mandatory,
while the issuance of product standards to meet these requirements is
delegated to European standards agencies [Everson & Majone 2000a].
Vos reinterpreted the elements brought up by Majone and by
Kreher [Vos 2000a, 2000b], in light of the Commission’s reform – an
issue that gained a lot of momentum at the end of the 1990s and culminated in the publication of the White Paper on European Governance in
1999. The 1990s were punctuated by regulatory failures, which showed
the necessity to strengthen community competences in social and health
regulation in order to regulate the recently-achieved internal market. The
Commission has had to face serious criticism and threats of censorship
by the European Parliament, subsequent to the “mad cow” or Bovine
Spongiform Encephalopathy (BSE) crisis which revealed numerous
dysfunctions (corruption, opacity, unclear lines of responsibilities
and accountability structures, poor participation to decision-making
of stakeholders, etc.). In this context, agencies have appeared as a
solution. The Commission saw delegation as a move that was likely
to increase confidence, credibility, and transparency. It was also likely
to relieve the Commission of administrative tasks, and help it focus
on strategic planning and policy orientations – thus being transformed
into an “administration de mission”. The creation of EFSA illustrates
how administrative reform commanded to recourse to the independent
agency formula [Vos 2000].
Dehousse argues that the creation of agencies is linked less
to an agenda of administrative reform than to structural trends of
EU integration. Delegation to agencies takes place in a context of
extension of the Commission’s tasks (Dehousse refers to “risk regula- 18 -
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tion” – especially policies regulating food and pharmaceuticals – as
a growing policy area). But this extension is not concomitant with a
growth of Commission resources: the number of civil servants hired
by the Commission has not grown as much as it has in the cases of the
Parliament or the Council [Dehousse 2002]. Delegating tasks to agencies is a way out for the Commission. As its tasks grow but resources are
blocked by the reluctance of Member States to increase the Community
budget, the Commission manages to command new resources through
the creation of agencies: their budgets are smaller, and separate from
its own. Therefore, there is much less difficulty in convincing Member
States to allocate them. Delegation helps to secure resources for the
execution of demanding regulatory tasks. It also increases the possibility
of setting priorities between different issues according to their urgency.
It gives more independence to technical and scientific expertise, and
facilitates interaction with stakeholders.13
The creation of agencies is also linked by several authors to a
general reform of the policy-making and implementation procedures.
Agencies are a solution to the problems of the “comitology system”14
These arguments are reproduced by many authors [Valverde & al. 1997, Kelemen
2002, Kanska 2004, Gerardin-Petit 2004, Williams 2005]. See also Dashwood, A. (1996).
“Executive agencies within the EC: the European Central Bank – a model? Editorial
comments.” Common Market Law Review 33(4):623-631.
14
The term “comitology” refers to the proliferation of committees from which the
Commission gets support for the implementation of legislation. Decision 1999/468/EC
set up this system, with a view to Member States assisting and controling the Commission
in its implementation activities. Up to several hundred committees have been established.
The typical “regulatory procedure” whereby decisions are made relative to food and
pharmaceuticals consists in the following: a proposal is made by the Commission, which
is the chair of the committee. The Commission is authorised to adopt the decision if a
qualified majority of Member States agrees with it. In the opposite case, the Commission
may revise its proposal. If the decision has not been adopted within three months, the
proposal is sent to the Council of the European Union. In practice, the Commission
interacts with the Member States ahead of the official submittal of the proposal, in such
a way that it is seldom contradicted. According to Majone and Everson, the problem
with regulatory committees is that they may be used as a tool for self-aggrandisement
by one of the parties, and do not leave anyone with a clear picture of who is responsible
for the decision and accountable for it [Everson & Majone 2000b].
13
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[Yataganas 2001, Dehousse 2002, Buonanno & al. 2001, Buonanno
2003a, Buonanno 2006, Everson & Majone 2000b]. The EU displays a
particularly complex division of tasks, especially since the creation of
“management” or “regulatory committees” to assist the Commission.
Thus, while the executive, legislative and judicial powers in some
political systems are concentrated in the hands of distinct political
actors, the EU boasts a more complex division of power, not least as
regards the organization of the executive. Executive power is vested
both in the Member States, responsible for implementing EU legislation
through their own bureaucracies, and in a set of supranational organs,
which have been delegated important competences in the formulation
and enactment of EU policy. Comitology has contributed a great deal
in blurring the distribution of powers and responsibilities in the EU.
Agencies are a solution in so far as they can separate executive or assisting bodies from the institution that is entrusted with supranational
executive powers, that is, the European Commission.
Finally, agencies represent a procedural compromise, between
reliance on expert advice and openness to stakeholder participation.
They epitomise a so-called new EU governance, defined as a “democratic experimentalism” [Eberlein & Krewer 2004]. Agencies bring
transparency, visibility and decision-making capacity. They offer a
chance to improve implementation of Community law through monitoring [Yataganas 2001]. The establishment of agencies can also appear
as a net gain in terms of legitimacy. Because of their institutionalisation,
they will be subject to much greater control [Dehousse 1997]. Agencies
help to create substantial administrative convergence between Member
States, improve transparency of preparation of decisions, focus on efficiency, and protect the execution of regulatory tasks from political
interference [Radaelli 1999].
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2. The formation of agencies: institutional change in the EU polity
The process of designing agencies entails far more than simply
drawing up organizational charts. On the contrary, it is fraught with
political challenges. Delegation forces principals to acknowledge problems concerning the legitimacy and effectiveness of their own political
action, and to dispose of some of their authority.
This characteristic justifies taking a closer look at the process
of institutional design. The designing of institutions can be defined as
the process whereby choices are made relative to the organisational
and corporate structure of the agency, the powers and tasks to delegate,
and legal rules for accountability/control of the independent body. It is
a political and contentious process, whereby constitutional doctrines
and regulatory outcomes are used as political arguments by actors with
contradictory institutional interests.
2.1. Delegation as a change of polity
Delegation is not a carefully controlled re-designing of a sectoral
public administration. Agencies cause or are the symptom of a change
in the nature and form of polities. Not only does delegation modify the
shape of the executive power. It also affects the whole architecture of
political regimes. Because agencies come in waves, the analysis that is
made of their setting up should not be limited to their impact on sectoral
policy-making. Agencies affect the EU as a “polity”, that is a political
system and specific form of government.
This research theme is present throughout papers published by political
scientists and students of European politics, in particular by authors already
quoted, who took an interest in the topic fairly early on (Majone, Dehousse),
as a way of making sense of the creation of many agencies in a political
system which previously had no tradition of delegating powers.
- 21 -
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Agencies are defined by Majone as “non-majoritarian institutions” [Majone 2001]. In other words, agencies are institutions that are
typical of non-parliamentary regimes, in which legitimacy does not
stem from the representation of voters by parliamentarians nor from the
principle of majority. Non-majoritarian institutions are the expression
of the necessity to preserve neutrality or avoid the politicisation of supranational institutions in the context of a federal system. In an attempt
to consolidate this thesis, Majone demonstrated that non-majoritarian
polities were dominant in Europe until the parliamentary regime was
exported, from the nineteenth century onwards [Majone 2002a]. The
mixed polity doctrine pledges for the involvement of all social forces in
the government (aristocracy, the people, monarchy) and combines these,
instead of combining and balancing only governmental functions.
The EU is an example of a mixed polity; the founders of the
EU followed that doctrine. They mixed the states, the people and the
supranational institutions in one polity. Each EU institution today represents one of these social forces. The EU polity is organised according
to the logic of interest representation. What differentiates institutions
is not their role in government, but the social force or constituency
they represent. The preservation of democracy then depends on the
institutional balance, that is, on the preservation of the relative position
of each interest, rather than on the separation of powers. The creation
of agencies must not alter the institutional balance.
Mixed polities have another characteristic that explains why
agencies are needed. Regulation is the dominant type of policy in a
mixed polity. It is not just a part of the activity of legislative and executive institutions, but a fully-fledged branch of government, the fourth
one. It involves different actors (Member States, policy networks,
international organisations, etc.) in a separate activity that is crucial in
modern societies. This whole new branch of government is concerned
- 22 -
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with implementation and executive tasks. The growth of independent
regulatory or executive agencies is the symptom of a general change
as regards policy-making and implementation: regulation is seen more
and more as the main and dominant type of competence of the EU,
while implementation or enforcement of regulation has become one
of its greatest challenges. For many topics governed by the EU such
as risks to health, laws cannot be passed. Taking regulatory decisions
and enforcing them is the biggest challenge in such technical or “postlegislative” areas [Dehousse 2002].
Hence, delegation is not just a reorganisation of executive
activities by the incumbent. The growth of the number of agencies is
the sign of a watershed. It affects the balance between policy-making
and implementation, and the coordination of the fragmented executive sphere. It modifies relations between the EU-level executive body
(the Commission) and implementation powers (the Member States).
Simultaneously, and because Member States are EU legislators and
participate in the exercise of executive power at EU level (through
comitology), it affects inter-relations between the branches of the EU
polity. Seen in that context, the creation of agencies affects the distribution of power across the polity, the ordering and steering of institutional
reform, the locus of political competition. The creation of many agencies
is part of the evolution of the EU towards a new constitutional structure
of governance [Flinders 2004].
2.2. The democratic imperative
It is therefore commonplace to state that the creation of autonomous agencies affects the shape and functioning of political regimes.
One of the (semi-normative) conclusions that research has helped to
establish, is that clear mechanisms and lines of accountability are a
- 23 -

PART I

−

EUROPEAN AGENCIES

:

THE EUROPEAN MEDICINES AGENCY ( EMEA )

AND THE EUROPEAN FOOD SAFETY AUTHORITY ( EFSA )

priority in the design of agencies, so that agencies do not undermine
democratic institutions. This issue is particularly relevant in the EU
case, where the creation of agencies is partly prevented by a quasiconstitutional impossibility to delegate.
Students of EU law were the first to investigate the topic of how to control
agencies and ensure they do not undermine the democratic functioning of
the political systems from which they originate.
Papers published by researchers from leading universities like Leiden or
Leuwen were presented, together with research carried out much later, at
the end of 1990s, at the European University Institute or the Jean Monnet
Centre of New York University.
The issue of agencies in European governance was then progressively
appropriated by political scientists and became a central topic in European
studies by leading scholars of the domain, such as Renaud Dehousse. More
generally, it is dealt with as a side-topic by researchers with a normative
approach to democracy.

2.2.1. The Méroni doctrine: towards an innovative design of control
mechanisms
One of the common characteristics of all European regulatory
agencies is that their creation is based on Article 235 of the EC Treaty.
This article establishes that a measure which is not foreseen by the
Treaty, but is required by the functioning of the Single Market, must
be adopted unanimously by the Council. This provision applies to the
creation of agencies, since this type of measure was not foreseen by the
original EC Treaty. The delegation of executive or regulatory powers
was not foreseen. The European Court of Justice (ECJ) developed jurisprudence that was rapidly turned into one of the few quasi-constitutional
principles of the EU: the Council or the Commission shall not delegate
discretionary powers to independent bodies; these should be controlled
judicially. The so-called “Méroni doctrine” thus aims at protecting the
- 24 -
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balance between the inter-governmental and the supranational elements
of the Community15 [Lauwaars 1979].
From the 1970s onwards, the validity of the Méroni doctrine was
questioned. According to Lauwaars16, the “climate” changed gradually,
as institutional actors realised that it could be in the interest of the
Community to delegate tasks, in the face of ever expanding competence.
Article 235 of the EC Treaty started to be interpreted more leniently,
under the influence of lawyers. Lauwaars [1979], for instance, argues
that the delegation of discretionary powers can take place for measures
of a provisional nature (measures which need to be taken immediately,
but need another legal act to be implemented or that have to be the
object of a Treaty revision). Delegation is also possible provided the
“essential elements of the Community structure” are respected. The
granting of legal personality can take place on the basis of Article 235.
The objectives of the agencies have to remain within the ambit of the
operation of the Common Market.
For Lenaerts [Lenaerts 1993]17, the Méroni doctrine does not
actually forbid delegation of powers; instead, it simply imposes specification of the agency’s tasks (they will tend to be narrower if the creation of the body is based on a specific article relating to a policy field,
rather than on Article 235), to avoid altering the balance of power and
to limit delegation to powers to the Commission itself, by virtue of the
treaty. Further to this, principals that create an agency must justify their
decision. The possibility for the Court to review all decisions made by
the agency must be arranged [Lenaerts 1993].

Meroni e Co, Industrie Metallurgiche, SpA v High Authority Cases 9 and 10/56, 1958
At the time of writing, Lauwaars was an assistant professor in the Institute for European
Studies of the University of Leiden.
17
Koen Lenaerts teaches European law at the University of Leuwen in Belgium. He is
a judge at the European Court of Justice in Luxembourg.
15
16
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Dehousse and Yataganas bring forward new arguments, much
along the same lines. According to Dehousse, the Méroni doctrine
applies to delegation in the framework of another community: the
European Steel and Coal Community. Furthermore, what is prohibited
is delegation of existing regulatory powers, whereas in many cases the
powers exerted by the agency are new. They were previously exercised
not by the Commission but by the Member States [Dehousse 2002].
Yataganas adopts a similar perspective18. In most cases, the powers given
to the agency are directly conferred on it by secondary legislation, not
by the Commission. The Commission may delegate the implementation of programmes to agencies, as in the case of higher education
(the Leonardo II Programme). The Méroni doctrine thus leaves the
possibility open for a delegation of powers, the only condition being
that these powers be well-specified. As a consequence, Yataganas – in
a rejoinder to Majone [Majone 2002a] – argues for another approach to
the Méroni doctrine: it should not be used as a constitutional and static
principle. It ought to be seen as a dynamic view of the distribution of
powers. « Its rationale no longer lies so much in safeguarding a balance
of power between the institutions, as in guaranteeing the credibility of
their necessary cooperation in the lawmaking process, based on their
legitimacy vis-à-vis civil society. » [Yataganas 2001: p.40]
Scholars converge towards the idea that the Méroni doctrine
is about “inventiveness” in institutional design. Rather than imposing
strict rules, it should inspire or prompt the design of mechanisms and
Xenophon Yataganas is a legal adviser in the Legal Service of the European
Commission. He wrote the paper presented during his stay as research fellow at the
Weatherhead Center for International Affairs and the Center for European Studies of
Harvard University. With support from the Forward Studies Unit of the Commission,
he reflected upon the European legal tradition of delegation to agencies in comparison
with US practice. His paper advocates the US legal tradition (delegation of extensive
powers with close control and accountability of agencies), much like Majone. A draft
of his paper was presented at a hearing organized by the “European Governance” task
force in Brussels, in March 2001.
18
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rules to ensure that agencies are kept under control [Lenaerts 1993].
The EU seems to be evolving towards a compromise: agencies may
well be given relatively extensive powers. What matters are the mechanisms and rules in place for ensuring control and oversight, as well as
means to ensure administrative legitimacy [Vos 2003]. According to
Lenaerts, the EMEA proposal (under discussion at the Council at the
time of writing) contains a balanced solution. The EMEA prepares the
decisions that the Commission adopts, and that the European Court of
Justice or the European Parliament may review. In cases where it does
not follow the opinion of the agency, the Commission must publicly
provide reasons for not doing so. This solution combines the operation
of the Community executive process, with its checks and balances,
and an independence that is necessary to the agency, given the nature
of its tasks19.
2.2.2. The democratic value of a new mode of governance
Delegation does affect the shape of polities. It means more than
administrative reorganisation, for it requires the establishment of clear
rules, in line with the doctrines and fundamental principles on which
polities are founded. As Majone writes, “delegation cannot take place
unless normative questions relative to the architecture of powers in the
polity are solved”: delegation must be made lawful.
In the USA, the non-delegation doctrine upheld by the Supreme
Court is the result of a judicial effort to put the phenomenon of agencies in line with the principle of separation of powers. The same effort
should be made in the EU, in order to follow the principle of institutional
balance [Majone 2002]. What is the legitimacy of this fourth branch
Other authors are less positive about recent evolutions. Bergström and Rotkirch argue
that the ECJ has expressed its willingness to use its right to review any act leading to a
legal decision by any of the institutions. However the ECJ has been unwilling to claim
any jurisdiction to review acts of “non-” or “quasi-institutions” like agencies [Bergström
& Rotkirch 2003].
19
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of government in the EU then? To what extent is it in compliance with
the norms of democracy, transparency, participation, accountability?
These questions, which are central in the White paper on European
Governance, are almost inevitably present in the papers of both lawyers
and political scientists who draw on the notion of governance [Kreher
1997, Radaelli 1999, Eberlein & Krewer 2004, Flinders 2004]20.
The starting point is strikingly pessimistic. The creation of
agencies theoretically held the promise of increased transparency and
participation of stakeholders. But doubts started to arise immediately
after the first experiments. Steinberg states that an EU with more agencies is more technocratic. It leaves little space for public discourse. A
more limited responsibility of the Commission is the cost incurred for
delegating tasks to experts. Reluctance to create agencies therefore has
to be maintained [Steinberg 2001]. Martin Shapiro, on the basis of a
comparison between EU and US agencies, comes to the conclusion that
agencies are created for the Commission to avail itself of more expertise. Consequently, agencies are as technocratic as the main European
executive, and will not benefit from more legitimacy [Shapiro 1997].
Agencies perform relatively poorly with regard to the principle
of good governance. They are not really independent, given the appointment power which the Commission retains. Rules are lacking as regards
reporting to the Parliament, reviewing acts, and the revolving door
practice. As for transparency and participation, scientific committees
remain opaque and the participation of civil society and stakeholders
is obviously not developed [Gerardin and Petit 2004]. According to
Dehousse, the design chosen for agencies such as the EMEA or EFSA
is sub-optimal. The fact that the EMEA can deliver only opinions is
a source of ambiguity as regards the responsibility of experts and of
Interestingly enough, this problem is very often quoted by papers dealing with the EFSA
[Buonanno & al. 2001, Struenck 2002, Kanska 2004, Hellebo 2005, Borras 2006, Wendler
2006], whereas it is almost absent from contributions focussing on the EMEA.
20
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decision-makers. In the case of the EMEA, the Commission officially
decides. However, the EMEA’s opinions have never been contradicted
by the Commission. Hence this question: who actually has the power to
decide? Experts will not be adequately controlled as long as decisions
are not clearly attributed to them. The time has come to face the fact
that experts are involved, that their participation is necessary, but that
they should be controlled, instead of following old irrelevant principles
such as the Méroni doctrine [Dehousse 2002]. The limited independence
of European agencies does not command the development of a good
structure of accountability. Low independence goes hand-in-hand with
poorly-specified mechanisms of accountability [Majone 1999].
All in all, the setting up of independent agencies seems to be
the root of new problems of transparency and responsibility [Vos
2000a, 2000b]. Majone therefore contends that “legitimacy cannot
be delegated”. It follows that supranational institutions must establish
their own autonomous legitimacy. Agencies alone can overcome these
democratic obstacles. What relationship will they be able to establish
with stakeholders? Which practice will be established as concerns
transparency and access to documents?
Rational choice institutionalists stress the efficiency of agencies
and the fact that if the instruments to create them as well as the control
mechanisms are sound, they will gain their own democratic legitimacy
[Tallberg 2006]. By contrast Williams, a lecturer in philosophy and
political thought at the University of Lancaster, thinks there is not much
hope to be had in agencies [Williams 2005]. Agencies have a narrow
remit – a narrowness that was conceived of as a way to reconcile their
power with the relative lack of accountability and institutional balancing available at EU level. As a consequence, agencies can adopt either
of two strategies only: a “schizophrenic” one, whereby the agency
actively seeks partnerships and allies in order to increase its influence;
- 29 -
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or a “monomaniac” one, whereby agencies wield their power without
opening up to other actors. The author cites the EMEA as a case of
monomania: scientists do the job of advising the Commission, but are
not open to other views. Experts take on many responsibilities, and
the Commission cannot ignore their opinions. In this sense, it is “captured” by these opinions which lead to a lowering of safety standards.
Monomania is a problem when there is such a fixed channel for policy
impact. The EEA is the opposite case. Its policy input is not secured
and its remit remains vague. Monomania is avoided, but at the price
of policy ineffectiveness.
Williams advocates a number of solutions. Firstly, agencies
should be open to more participation by stakeholders. Secondly, they
should be made more responsive, either by recognising the political
nature of implementation and comparing their advice with other inputs,
or by leaving more leeway to the agency for organising in- and outputs.
Lastly, the control of agencies by the European Parliament should be
tighter. However, control is not everything: agencies might very well
follow their briefs and stay within their province and still participate
in the EU’s irresponsibility, which they do not help to solve. Agencies
thus do not respond to existing concerns. They are as un-democratic as
the polity they originate from.
2.3. The inter-institutional politics of agency design
How do analysts explain the emergence of such sub-optimal
design? How come European institutions are reluctant to delegate extensive functions to agencies in spite of their very obvious advantages?
How have principals coped with the challenge of designing agencies
in accordance with democratic norms?
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The topic of institutional design is a classical theme of inquiry in European
studies. While lawyers try to extract the legal principles and reasoning
behind various organisational and institutional features of agencies, political
scientists have turned to institutional design as a political process. This
process involves confrontations between rational institutional actors that
try to maximise their powers, thereby preventing delegation from following
most functional models of organisation and regulation.
As the third wave of agencies surfaced, the possibility to go back to the
creation of agencies and to compare series of cases appeared. This was
the basis of Kelemen’s work, which is an attempt to conceptualise the
various modes of cooperation across federal systems in regulatory policymaking.

2.3.1. The formation of agencies as a contentious process
As Flinders aptly suggests [Flinders 2004], “the design and
implementation of delegated agencies in the European Union should
not be seen as a construct of apolitical administrative engineering or
integration, but should be interpreted as a central component of political
debates regarding the future constitutional structure of the EU vis-à-vis
Member States.” The designing of agencies is inherently political and
contentious. It is the object of a full decision-making process, during
which inter-institutional conflicts flourish between the Commission, the
Members of the European Parliament (MEPs) and Member States. From
one case to another, the same contentious issues arise. Vos summed
them up as: the appointment of the executive director; the composition
of the management board; and the allocation and control of agencies’
budgets [Vos 2003].
The composition of the board evolved as the European Parliament
became more involved. In the case of the EMEA, the pervasiveness
of national interests materialised into a Member State dominated
board (composed of two representatives of each country, as well as
two members of the European Commission and two MEPs). By the
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time the creation of the EFSA had been proposed, political conflicts
between Member States convinced both the European Commission and
the Parliament of the necessity to go for a less state-dominated board.
Instead, a “stakeholder” model was chosen, whereby all interest groups
of the food chain were represented on the board. This “EFSA model”
influenced the design of the board of the future chemicals agency, as well
as the reform of the EMEA structure around the years 2002-2004.
Concerning budgets, both the Commission and the Parliament
have progressively raised their requirements. The Parliament has
significant powers regarding the budget of most of the agencies. The
competent committees of the Parliament vote on an annual discharge of
the budget. MEPs have shown on several occasions their willingness to
use this instrument in order to re-orientate or influence the activities of
agencies [Brinkhorst 1996]. For instance, the MEPs withheld half of the
first EFSA’s budget in an attempt to force Member States to solve the
issue of the agency’s location21. The Commission has demanded that
agencies’ budgets be controlled by the Commission’s internal financial
officer [Vos 2000a, Vos 2003].
2.3.2. Constitutional politics: legal doctrines and inter-institutional
conflicts
The conflicts and negotiations between principals for the design of agencies could be described as “constitutional politics”: legal
doctrines and democratic principles form the basis of arguments which
principals, and a number of academics or lawyers, exchange in order
to defend their own or other’s institutional interests. From that point
of view, the decision to entrust agencies with a limited mandate and
Unlike other agencies, the location of the EFSA could not be decided at the Laeken
Council in 2001. Italy and Finland, the two Member States that had applied to be the
seat of the agency, did not manage to come to an agreement until the beginning of 2005.
The city of Parma was eventually chosen as the location for the agency.
21
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powers stems from the wish of the European Commission and the
Member States to protect their own power and authority in regulation
[Dehousse 2002].
The Méroni doctrine was used as an argument in these institutional oppositions. In spite of all the arguments that academics put
forward to tone down its validity, the doctrine has remained largely in
use. The only reason why it is still upheld, notably by the Legal Service
of the Commission, is a matter of politics: it is used as an excuse to limit
the creation of more agencies that are external to the Commission and
thus deprive it of some of its power. Majone sees the opposition of two
factions inside the Commission [Majone 2001, Majone 2002]. On the
one hand, the Legal Service uses the Méroni doctrine as a “post-decision
argument”: it rationalises a posteriori the decisions taken to preserve
the Commission’s power to make regulatory decisions. On the other
hand, various Commission services have converted to an anti-Méroni
stance. This “pro-delegation” faction builds on several observations. It
recognises that the Commission needs a stronger administrative infrastructure in order to implement rules, whereas the Méroni doctrine
leads to the creation of sub-optimal institutional design. Agencies create
standards that, de jure, do not have force of law: a situation that blurs
the lines of responsibility. Another factor explains that a number of
Commission officials have turned to a pro-delegation stance: taking a
post in a regulatory agency is a good career move to escape from the
Commission, under pressure from the European Parliament and limited
in its growth by the reluctance of Member States to give it more funds
and competence [Majone 2001].
Majone’s paper opens the way for considering legal doctrines as
cognitive political resources in the inter-institutional game. The independence of agencies is not a straightforward concept: there are many
possible interpretations of what “independence” is [Kelemen 2002].
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All principals – the Commission, the Member States, but MEPs too
since they now have a say in the creation of many agencies through
the co-decision procedure – want to avoid agencies being independent
from them. The Commission expects agencies to compensate for its
lack of resources, but the Council demands oversight and control over
those agencies, while the Parliament requires more transparency and
participation of stakeholders. Hence, the design of agencies is the source
of inter-institutional conflicts.
To Kelemen, a lecturer in comparative European politics at the
University of Oxford, the design of the EEA, the EMEA or the EFSA is
the product of negotiations between different institutional interests, at
a given time and in a given policy area. The Commission’s reluctance
to create an environmental agency is linked to its wide-ranging powers
in environmental protection. By contrast, because it had little authority
in the regulation of pharmaceutical products, it did not oppose to the
creation of the EMEA. As the second wave of agencies appeared, the
Commission saw the advantage of delegating, in order to avoid accusations of being an ever-expanding bureaucracy and to concentrate on
long-term planning and strategic policy orientations as its core work.
This explains why the Secretariat General of the Commission became
much more active in the formation of agencies of the second wave,
between 1990 and 1994.
The institutional design of the EFSA is not simply the result
of the Commission’s intentions. By the time the creation of a food
agency was put on the agenda, the European Parliament had gained
decision-making powers. The formation of this agency was therefore
fiercely negotiated by MEPs. First, the European Parliament (BSE
Committee) opposed the creation of an independent food inspectorate:
the risk of the body being state-dominated was too large. In January
1998 the Commission changed its views and proposed that the inspec- 34 -
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tion body be a directorate, inside the Commission – a proposal that
suited the European Parliament as it was a guarantee of independence
from Member States. Eventually, in 2001, the European Parliament
supported the Commission in its decision to limit the powers of the
proposed European Food Authority. For MEPs, giving the EFSA too
much power would mean loosing on the administrative side what they
gained on the legislative one.
2.4. Agencies in regulation: the challenge of effectiveness
and efficiency
Throughout the literature, institutional design is considered to be
decisive for an agency’s “performance”. Institutional conformity cannot
be afforded at the expense of effectiveness, especially since the “network” approach seems to be promising as both democratically sound
and efficient. Efficiency and effectiveness are a central motivation for
actors involved in negotiations over the creation of the agency.
Effectiveness and efficiency issues were highlighted in early publications by
lawyers. They were taken up by political scientists later. The same body of
literature presented above will be considered below. For a large part, papers
are based on observations of the functioning of the EMEA, reinforced by
an implicit analogy with technological information networks.

2.4.1. Beyond Méroni: ensuring policy efficiency
Many of the comments made by Majone are explicitly normative. Normative concerns are part and parcel of research on agencies.
Majone notes on several occasions that normative aspects are integrated
into his research [Majone 2002a] to such an extent that he is sometimes
identified as a “pro-delegation” author [Williams 2005]. Tallberg shows
that the defenders of a normative democracy approach are one of the
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three main groups of researchers involved in this field of study [Tallberg
2006]. This normative stance is noticeable in several contributions,
which highlight a functional and structural model of agencies, in line
with “constitutional” principles of accountability and transparency but
also conducive to regulatory effectiveness and efficiency.
For example, Lenaerts asserts that delegation is about efficiency
in policy implementation. The challenge is to comply with the imperatives of democracy and constitutionalism, but also to gain in efficiency
by opening up to the required expertise and interacting more fully with
those involved with the outcome of decision-making. Agencies are
there to coordinate the ways in which the Member States take up their
responsibilities (through information-gathering, monitoring, scientific
analysis, adjudication of experts opinions, etc.). In that perspective,
the Member States are “on the demand side”: they simply want the
agency to make sure other states implement the law as they do, and to
be represented in the new executive [Lenaerts 1993].
In a similar way, Yataganas argues that the problem which should
be addressed is the fact that certain regulatory areas are “abandoned”
by governments. In spite of the legal dogmatism that characterises the
Commission’s approach, the creation of agencies is possible and even
desirable. Being at the limit of its expansion, the Commission benefits
from the action of these agencies which relieve it from some of its
tasks and at the same time facilitate cooperation with Member States
and international organisations. They can bring about a new political
and regulatory culture [Yataganas 2001].
2.4.2. The network approach: a virtuous model
For both Lenaerts and Yataganas, the “network model” appears
as a good compromise. As delegation poses a dual problem of institutional conformity and regulatory efficiency, principals need to go
- 36 -
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beyond an overly-strict understanding of the Méroni doctrine. The
network approach is a much praised example of an “imaginative” institutional solution [Leanaerts 1993, Yataganas 2001]. In this model,
European agencies are a middle way between “administration directe”
and “administration indirecte” [Lenaerts 1993]. First of all, the respective authority of European and national agencies finds its own balance.
Together, they form a common network and cooperate. Secondly, by
cooperating with their national counterparts, European agencies find the
resources that were not given to them by reluctant principals. Sharing
the best possible expertise allows them to deliver high-quality and authoritative scientific opinions. Thanks to networks, agencies get round
the difficulties created by a tight mandate and powers, and stay within
the requirements of the institutional balance principle. In a nutshell,
the network approach is a virtuous administrative model, from both a
political and a policy point of view. It is a simple formula. It does not
presuppose any large delegation of authority and, consequently, has
minimal institutional implications. It consists more in a Europeanisation
of administrative activity than in the transfer of decision-making powers.
What makes networks so efficient?
Networks close the gap between the supranational level, where
an ever-increasing number of rules are established, and the national
level, where most of the implementation is done given the lack of
implementation capacity of EU institutions [Dehousse 1997, Majone
1997, Eberlein & Grande 2005]. The advantage of networks also lies
in the improvement of coordination and exchange of information.
They connect more easily to various parts of the general public and
to stakeholders. Information flows in both directions, from the agencies to them, and from them to agencies, contributing towards the
preparation of sound decisions. Networks help European agencies to
collect and construct credible information and to draw as much influ- 37 -
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ence as possible from the diffusion of information [Majone 1997]. By
gathering comparable information across the EU, European agencies
also improve the Community’s monitoring capacity and encourage the
spread of common administrative practices across the Member States
[Kelemen 2002].
A third strand of the literature insists on shared norms and understandings that emerge from interactions within networks. European
agencies institutionalise networks of national experts and a new type
of regulation, a “regulation by networks” [Dehousse 1997]. In other
words, networks are efficient. Closer interdependence mechanically
engenders cooperation and efficiency. Networks are deemed to be so
efficient as to allow for the progressive selection of the best participants
and gradual elimination of the others, the improvement of the overall
reputation of the group and its cohesion around common regulatory
philosophies [Majone 1997]. By fostering cooperation, networks also
favour the convergence of standards used across countries. They are a
way to devise or engineer common norms and procedures, shared by
national and European authorities, and they push for the adoption of
common rules and procedures. Together, experts prepare the adoption
of binding decisions through the establishment of convergent voluntary
standards [Eberlein and Grande 2005].
Interestingly enough, most academic contributions add to the
success of the network model. They sometimes drift into advocating
the model. The only discordant argument is raised by Schout and
Jordan: they see a risk in the fact that networks are considered to be
self-organizing and self-regulating, whereas they should be actively
managed [Schout & Jordan 2005]. However, policy networks are
overwhelmingly considered to be a success and a solution [see also
Chiti 2004, Williams 2005]. This perception is based on observable
facts, but also on the self-conscious diffusion of the model, that is, on
- 38 -
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the popularity of the idea, among principals and stakeholders, that it
is the best possible condition for institutional and regulatory action.
In other words, a self-fulfilling prophecy largely contributes to the
success of this institutional approach. Eberlein and Grande state that
networks “naturally emerge from interactions” and institutionalise
themselves over time. Eventually, they become formal institutions22
[Eberlein & Grande 2005]. For Yataganas [2001], the very existence of
the network provides an environment favourable to their development.
Academics who advocate this model, like Majone (for whom networks
are laboratories in which new forms of cooperation are invented) or
Dehousse (for whom the network approach is the common structural
logic behind European agencies and should be encouraged), definitely
contribute to this process.
2.4.3. An emerging model of Community administration?
Logically enough then, the network approach appears more and
more as a model that could be transposed, both by observers [Williams
2005, Vos 2003, Buonanno 2003] and by principals (the Secretariat
General of the European Commission23). The EMEA model of a
European network of national regulators functions well. It could be
extended to all areas where trust and decision-makers’ reputation are
the key to effectiveness [Yataganas 2001]. The creation of EFSA is a
case in point. The White Paper on Food Safety explicitly mentioned
the EMEA as the blue-print for the network of food authorities which
the EFSA is supposed to manage [Vos 2000, Demortain 2006]. Is the
Stacey, J. and Rittberger, B. (2003) “Dynamics of formal and informal institutional
change in the EU.” Journal of European Public Policy 10(6): 858–83 ; Farrell, H. and
Héritier, A. (2003) “Formal and informal institutions under codecision: continuous
constitution building in Europe.” Governance 16(4), p.577–600.
23
Quero, A., Report by the working group “Establishing a framework for decision-making
regulatory agencies”, SG/8597/01-EN; Commission of the European Communities,
Communication on the management of community programmes by networks of national
agencies, COM (2001)468.
22

- 39 -

PART I

−

EUROPEAN AGENCIES

:

THE EUROPEAN MEDICINES AGENCY ( EMEA )

AND THE EUROPEAN FOOD SAFETY AUTHORITY ( EFSA )

network model really a model though? Has it been purposely transposed
across sectors as a tool of administrative integration?
Chiti, a lecturer in European law at the University of Lecce,
argues that there are several models of legal cooperation between
national and Community administrative bodies. These fall into two
main categories: indirect administration and co-administration. The
latter corresponds to situations where informal relationships lead to
the formulation of a legal framework of joint exercise of community
functions. It is characterised with five elements: a relationship between
two different legal subjects; a common Community goal; the exercise of
competences foreseen by Community provisions; the two bodies have
a mixed status; and there is necessarily a relation between the bodies
and Community institutions. Are new agencies typical of this model
or do they represent a new approach?
New agencies tend to be representative of an emerging logic of
“decentralised integration”: a complex institutional formula whereby
the execution of new regulatory functions is both entrusted to a variety
of bodies and integrated into a unitary administration. According to
Chiti, the situation with new European agencies such as the EMEA
or the EFSA is very specific. Their functions are distributed to several
complementary or competing offices. This division of tasks is complex and may lack clarity. A unified legal framework for their exercise
is often lacking. Integration around European agencies then occurs
owing to the design of administrative procedures which foresee the
intervention of the various bodies at different stages (cf. pharmaceuticals authorisation procedures) and which are genuine Community
procedures, or owing to the management of a network through a range
of soft-law tools, applied by a central body. What is important to Chiti
is the fact that European agencies are not “independent” as such; they
are embedded in their environment, which their structure and operations
- 40 -
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mirror. They have to establish relations with a variety of bodies. Their
overall objective is to improve performance in executing Community
functions collectively.
Chiti disagrees with those who argue that there is a common coadministration model behind these agencies. The logic of decentralised
integration is not a model as such; it is only emerging. It is reflected
by a variety of organisation formulae and, from a quantitative point of
view, is the dominant model. But there are other forms of regulatory
structure, which are slightly dissimilar24. EFSA displays a relatively
high level of independence, which is extraneous to the decentralised
integration model.
2.5. Harmonising the formation and functioning of agencies
The analysis above leads to a clear picture: there is the possibility
to use a seemingly ideal form of regulation (decentralised integration
through networks). However, inter-institutional and inter-governmental
politics prevent this optimal design from being reached and lead to
strong variations from one case to another. The creation of agencies is
negotiated each time in a different Parliamentary Committee or Council
group. Different perspectives are applied to the institutional design.
Olsen confirms this statement [Olsen 2003]. Olsen tackles the question of whether
a common European administrative space or a common European model of public
administration emerges. On the one hand, this is indeed the case, as shown by the
existence of an “informal acquis” across Europe, made up of statistics, deadlines,
charts, calendars and frames of references, as well as a common body of doctrine and
shared understandings of principles of administrative law. However, a review of the
literature shows that strong doubts remain: there may be changes. But these changes do
not occur under a European influence. There is neither a project nor a need for having
identical administrative systems. There has been adaptation to EU pressures, but these
adaptations reflect national traditions, local balance of domestic institutional structures,
etc. The New Public Management has had an impact in several Member-states, but not
generally throughout the Union. In line with Chiti, Olsen argues that convergence is a
process of diffusing best practices, with the EU acting as a catalyser. However, imposition
is illegitimate, and the EU has no model to impose.
24
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This results in wide variations in the organisational structure and in the
institutional rules governing agencies’ accountability.
The Commission has advocated the necessity to establish rules
for the creation of agencies and to streamline the process. It introduced
a proposal before the European Council of Nice (in 2000) and Laeken
(in 2001), to create a specific legal basis for agencies. A few months
later, this unsuccessful proposal was dropped from the contribution of
the Commission to the Convention on the Future of Europe [Bergström
& Rotkirch 2003]. The standard practice is now to use Article 235
(unanimity vote in the Council for the adoption of Regulations that
foresee the creation of agencies) in conjunction with article(s) relating
to the policy field for which the agency is created (EEA, Art.75, EMEA,
Art.95, EFSA, Art.37, 95, 133, 152) [Vos 2003].
Instead of directly regulating the formation process, the Commission has prioritised certain issues and made recommendations for each
of them. It is particularly concerned with such issues as justification of
the need to create an agency, the composition of the management board,
the legal basis for the regulations establishing agencies, and the location
of the agency. During the European Convention, it requested that criteria
for the establishment, running and monitoring of agencies be defined
ahead of their actual setting-up [Bergström & Rotkirch 2003]. As for
the Board, the recommendations of the “Agency working group” of the
Secretariat General are for a ‘community-minded’ board, of restricted
size, based on the EFSA model. The working group also asked for the
practice of parliamentary hearings for agencies’ executive directors to
be generalised. As for the location, the Commission asked for it to be
decided before the adoption of the founding regulation. This was the
object of a common agreement in the Council.
While the creation of an agency itself is difficult to regulate, the
actual operations of agencies may be standardised. The new Council
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financial regulation (1605/2002) opened the way towards the adoption
of a framework for agencies. It requires that agencies make use of transparent non-discriminatory procurement and grant award procedures,
and have an effective control system for management operations and
correct accounting arrangements. It stipulates that the Commission’s
internal auditor control their budget, and that discharge be given by the
Parliament on recommendation of the Council [Vos 2003].
Following the third wave of agencies, the Secretariat General
started to envisage the possibility of creating a common framework for
regulatory agencies. The Commission Communication on an “operating
framework for European regulatory agencies” foresees a number of
guiding principles for the creation of agencies (the type of legislative
act, the legal basis, the legal personality, the location) as well as their
functioning (powers, scope, administrative board, appointment of the
executive director, etc.) and control (administrative, political, financial,
judicial supervision). It is unlikely though that these principles will be
turned into binding rules, as the Council does not feel the same need
for the existence of a common framework for agencies.

3. The EMEA: a model for other regulatory agencies?
The academic papers on European agencies presented above
focus mainly on the setting up of agencies, as opposed to their operations
or their actual functioning [Demortain 2006, Groenleer 2005, Tallberg
2006]. In 2004, Chiti observed that data are lacking to go further [Chiti
2004] or to investigate “regulation after delegation” [Thatcher 2002b].
The following sections will look at the results of emerging research on
agencies’ rules, operations and strategies, in order to make the connection between their formation, launching and functioning.
- 43 -
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The EMEA is an ideal case study in this regard. For most authors, pharmaceutical regulation is a technical matter, insulated from
politics. The process of creation of the agency therefore can be isolated
as a specific political phase. Its consequence on subsequent regulatory
action can be clearly delineated and analysed as such. Furthermore,
pharmaceutical regulation is a well-bounded policy area. Lastly, recent
developments in pharmaceutical regulation provide an interesting case
of Europeanisation. For all these reasons, the EMEA is an object that
has been closely investigated – the assumption that its creation and
functioning are exemplary being implicit in a number of papers.
The role of the EMEA and the new European pharmaceuticals regulation were
studied first and foremost by lawyers and Commission officials politically
committed to the success of this wide regulatory reform led by Fernand
Sauer, the then head of unit for pharmaceuticals in the Commission.
Papers published in academic journals by this team (F. Sauer, P. Deboyser,
R. Hankin, P. Brunko mainly) established precise descriptions of the
functioning of the marketing authorisation procedures and of the subtle
arrangements which made the creation of an independent agency an
acceptable and welcomed move. These references are given in the final
bibliography but are not all summarised in the text, given their number and
the repetition in their content25.
Thereafter, pharmaceuticals regulation was taken as an object of empirical
study by John Abraham and Graham Lewis, two scholars working in a
science and technology studies perspective, Jurgen Feick from the Max
Planck Institute for the Study of Societies in Cologne, Philippe Urfalino and
Boris Hauray from the Centre de Sociologie des Organisations and Elias
Mossialos from the London School of Economics – each with different
analytical perspectives. Their researches confirm earlier analysis carried
out by Majone or Dehousse, as can be seen below.

Deboyser 1991, 1995; Hankin 1996; Brunko & Sauer 1991, 1992; Sauer 1989, 1990,
1991, 1992, 1993, 1998; Sauer & Brunko 1990; Sauer & Hankin 1987.
25
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3.1. An agency for handling new regulatory procedures
The role of the EMEA cannot be envisaged without an understanding of how marketing authorisation for medicines functions. A
number of papers which were published in the immediate aftermath of
the creation of the agency and the new marketing authorisation procedures in 1995 describe the European pharmaceuticals regime [Deboyser
1991, 1995, Gastinel 1997, Cassia & Saulnier 1996, Hankin 1996].
The EMEA is directly involved in only one of the three marketing
authorisation procedures that were designed at the end of the 1980s or
beginning of the 1990s.
3.1.1. The Europeanisation of pharmaceutical regulation
The first Community regulation for medicines was Directive
65/65/EEC. It was adopted in the aftermath of the thalidomide strategy,
usually recognised as the event which triggered most modern medicine regulation in industrialised countries. The Directive required all
EEC countries to create a formal marketing authorisation procedure.
Subsequent Directives attempted to harmonise the norms and protocols
which apply, in particular, to the data that drug manufacturers have
to present. A Committee for Proprietary Medicines Products (CPMP)
was created in 1975, with a view to delivering high-quality scientific
opinions on common issues. Several European common marketing
authorisation procedures were experimented with thereafter, none of
which were successful, given the lack of trust among national evaluators and the lack of pharmaceutical companies’ interest.
In 1993, with the adoption of Regulation 3909/93 and Directive
93/39, two new European procedures were set up. The “decentralised
procedure” is a form of mutual recognition of the authorisations granted
in one Member State, by the others. Except in cases where public
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health matters legitimate the non-recognition of another Member
State’s decision, a product authorised in one Member State in the first
place must be authorized in all EU countries. A conciliation procedure
is launched in case of conflict between several Member States. The
Mutual Recognition Facilitation Group manages the procedure. The
real innovation which took place in 1993 was the creation of the “centralised procedure” for the marketing of innovative or biotechnological
products. Companies’ application for authorisation is done with the
EMEA. The product is evaluated by a national expert, on behalf of the
CPMP (now Committee for Human Medicinal Products, CHMP), which
adopts the final opinion on the product. The text of the final decision
is prepared by the EMEA itself on that basis. The Commission adopts
and publishes the opinion, after approval by a regulatory committee
comprising representatives of each Member State.
Three authors in particular wrote the history of this Europeanisation process – understood as the creation of a European structure
for functions which were previously carried out at national level. The
three studies were carried out at about the same time, but the book
by Abraham and Lewis was the first to be published. They all study
the development of a regulatory science concerning the evaluation of
medicines, the various regulatory procedures, and the particular influence of industry on regulation. According to these authors, the creation
of new procedures is an obvious result of the outstanding influence
of the industry on European pharmaceuticals regulation [Abraham &
Lewis 2000].
Feick does not follow this critical stance, but continues a functionalist tradition to EU policy-making. He explains how rational and
efficient the newly-created authorisation procedures are, with regard
to the history of pharmaceutical regulation. In the 1980s, whereas the
European Commission opted for the “New Approach” (whereby it
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delegated the evaluation of products to standard-setting bodies) in a
variety of other sectors, it favoured the construction of a true “regulatory
state” for pharmaceuticals. This can be explained by the particularity of
the pharmaceuticals policy area. Policy goals are straightforward and
the knowledge required to attain them is available. But the variety of
interests to accommodate is also large. The success of pharmaceuticals
regulation lies in the ability to give and take from each of the stakeholders. The different procedures embody different Europeanisation
modes, which were in the interest of different stakeholders: the centralised procedure is a central direction mode, with some elements of
joint decision-making. The mutual recognition procedure is an open
coordination mode. Differentiation is due to types of pharmaceutical
products and cognitive perception of these by assessors, as well as to
the interest structure [Feick 2002].
Various publications by Hauray, resulting from the research
programme carried out at the Centre de Sociologie des Organisations
on medicines regulation, enlarge the perspective on this process of
Europeanisation. Hauray decisively reassessed the respective impact
of three different actors: Member States, industries and the “pilots”
of the institutionalisation of the European structure. First of all, the
emergence of a European institutional structure for the evaluation of
medicinal products is permitted by the convergence of national authorities towards common evaluation practices or methods, common organisational structures, and their participation in a trans-national process of
improvement of medicines evaluation. As common procedures for the
marketing of medicines were put in place, interdependence between
evaluators increased. National authorities increasingly saw themselves
as part of an overall competition for becoming the leading European
authority in evaluating medicines [Hauray & Urfalino 2002, Hauray
2006]. This is the context in which the action of two particular persons,
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depicted as the “pilots” of the European project, took place. These
actors displayed a particular capability to set long-term directions for
political reforms and to influence other actors’ beliefs and strategies
towards the achievement of these goals in the long run. These two actors
– more particularly one of them, the head of the unit for pharmaceutical products at the Commission – steered the process of creating new
procedures by bringing in their own ideas and stimulating the input of
others. Being in a position to conduct the institutional reform, he set
out to convince reluctant actors – including industry, contrary to what
Abraham and Lewis assert [Hauray 2006].
3.1.2. The design and operations of the EMEA
The role of the EMEA is to coordinate the use of scientific
resources which national authorities dedicate to the evaluation and
monitoring of medicines. The official goals that command its action
are public health and the free circulation of products across the Single
Market. The agency must provide the Commission with the best possible
scientific opinions on any issue related to the safety, efficacy and quality
of medicines. It also has a role in the enforcement of Community regulations: it has competence for undertaking inspections or coordinating
Member States’ activities in the matter. It is responsible for disseminating
information related to products authorised in the EU.
The core of the agency is the CHMP. The procedure for selecting
experts sitting on the CHMP has been the subject of many controversies.
The procedure eventually opted for by the Commission and the Member
States is dual. Experts are nominated by Member States. However, they
are chosen on the sole basis of criteria of experience and excellence in
the evaluation of medicinal products. They sit on the committee in their
own name and must not receive any instruction from Member States.

- 48 -

PART I

−

EUROPEAN AGENCIES

:

THE EUROPEAN MEDICINES AGENCY ( EMEA )

AND THE EUROPEAN FOOD SAFETY AUTHORITY ( EFSA )

All the scientific work is carried out by this committee. The EMEA
provides the administrative infrastructure.
Abraham and Lewis describe the EMEA as a virtual and highly
independent agency. In their view, it is virtual because the core of the
work is executed by the scientific committees. The expertise of the
CHMP has been built on the national resources of Member States,
which are the actual stakeholders of the European structure. These
two authors are particularly concerned with the EMEA’s positioning
towards its stakeholders. They observe that the EMEA has developed
a dialogue with companies, which are seen as the agency’s “clients”.
EMEA officials have made the agency as approachable by business as
possible (however, contrary to its US counterpart, the Food and Drug
Administration, the EMEA does not act as a “consultant” for companies).
Unfortunately, this effort as regards industry is not counter-balanced by
a comparative effort to make the agency accessible to other interests
– patients or the general public. Apart from one initiative towards
transparency (the definition of a format for information on products,
published on the web, called the European Pharmaceuticals Assessment
Reports), no information is made available on products approved before
1995, no access to meetings or minutes of the CHMP meetings seems
to be possible, and the only way of checking CHMP members’ declaration of interest is to go to the agency in London. Closeness to industry
parallels a lack of control by European institutions. The legislative
and executive responsibilities of the EU are merged in a cooperative
relationship regarding the bureaucracy: Commission and Parliamentary
representatives on the EMEA board are relatively lax. The absence
of competition between legislators and executors minimises rigorous
controls on the EMEA. Consequently, the EMEA enjoys considerable
independence from policy-makers in interpreting and implementing
regulatory policy. European and national regulators are able to make
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trade-offs and compromises without presenting public justification to a
European Parliamentary Committee [Abraham & Lewis 2000].
In line with his own theoretical and analytical choices, Feick
insists on the fact that the EMEA is a factor of cooperation between
national authorities. The agency is a rather well-organized and wellequipped coordinating and monitoring organisation. Its executive and
scientific heads have been highly motivated by their own careers to
make the new organization work – the first executive director was a
Commission official, the very official who led the whole process of
Europeanisation from inside the Commission. This institutional support
does not work for the mutual recognition procedure. The organisational
aid has been minimal by the EMEA, a difference which actually accounts for the difference in efficiency (approval times) [Feick 2002].
Hauray goes much further in describing the operations and
strategic policies of the agency. The role of the CHMP secretariat
is controversial. It is partly contested by the scientists in the CHMP,
who have accused the staff of incompetence. At the launching of the
operations, relations between the old Committee and the newcomers
were tense. However, this was soon replaced by productive attitudes on
both sides and the construction of routines and cooperative practices.
Although the EMEA’s own staff is not of the highest scientific repute,
it has grown and proved its ability in handling marketing application.
Nowadays, it sometimes makes up for the lack of scientific resources
of some Member States [Hauray 2006].
3.1.3. The authority of the EMEA in regulatory decision-making
What analysts have been most concerned with, as a rather
outstanding phenomenon given the cautious attitude of European
institutions towards independent agencies, is the fact that the EMEA’s
opinions are never contradicted by the Commission. The EMEA wields
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a de facto decision-making power, as the authoritative CHMP opinions
never fail to be transformed into regulatory decisions. How come the
EMEA is more than just a simple scientific advisory body? For most
commentators, this is an expression of the strength and necessity of
scientific experts’ input into risk or product regulation. It is an achievement which other agencies ought to be able to reproduce [Dehousse
2002]. According to Vos, the influence of the CHMP’s opinions lies
in their acceptability. These opinions are not “purely” scientific. They
are also normative, that is, flavoured by national positions. However,
they remain balanced, thanks to a virtuous procedure which allows for
the combination of a genuinely supranational assessment with national
stances. The Commission, that would be very badly placed to challenge
these hard-established opinions, simply follows them [Vos 2000].
This analysis is somewhat reminiscent of what Hauray, on the
basis of the observation of experts’ discussions in the CHMP, has been
able to extract: CHMP opinions are implicitly political. Experts take into
account the political dimensions inherent in the decision to authorise a
product; their judgements are composed of assessments of the necessity
and acceptability of a treatment, with regard to the size of the patient
group and the importance of the disease for patients’ and public health.
Throughout product evaluations, experts develop a quasi-ideological
and coherent stance towards humans conceived of either as fundamentally healthy (and, hence, medicinal products as dispensable) or as
needing health products to reach a state of healthiness. In the author’s
words, the political dimension of the marketing authorisation decision
is “absorbed” in the experts’ deliberations [Hauray 2006].
A set of three authors provide a complementary explanation.
They agree that the impact of the CHMP’s opinions lies in the professional authority that is granted to the EMEA and its expert advisors.
Groenleer talks of the “professional” opinions delivered by the EMEA
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[Groenleer 2005]. Metcalfe makes a similar comment, concluding on
the limited capacity of the Commission to assess things differently
from experts:
« At first glance it may seem that this gives it little independence
because decisions based on its opinions are made ultimately by the
Commission. But the procedures and rules are written in such a way
as to make it unlikely that the Commission would exercise its right
to go against the professional opinions presented to it through the
CHMP. To do so on a frequent basis would require the duplication of expertise available to EMEA. Even to do so occasionally
would involve an elaborate and difficult process of challenging
expert opinion by introducing a competing body of expertise and
this would undermine the credibility of the whole authorisation
system. » [Metcalfe 2000].
These two comments concur with a third one. The inability of
the Commission to review EMEA opinions is linked to the relative
paucity of political steering of pharmaceuticals regulation. Medicines
evaluation – hence, the whole pharmaceuticals regulatory regime – is
defined as a non-political, professional and scientific exercise. It is
legitimately monopolised by groups of authoritative specialists which
exert a strong influence on pharmaceuticals regulation in the long run.
Political actors and regulators also share the perception that pharmaceutical regulation is exemplary and should be protected from external
influences or political steering [Demortain 2006]. This is reminiscent
of Majone’s idea, that “professionalism” is one of the conditions for
regulatory networks to be efficient [Majone 1997].
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3.2. A regulatory network in practice
The EMEA is often quoted as a success and a benchmark for
independent regulatory agencies, as this is clearly illustrated by a
number of contributions26. The political and professional authority of
the agency appears as an efficient way to reconcile the objectives of
regulatory efficiency with prescriptions deriving from the Méroni doctrine. Furthermore, the EMEA embodies an ideal functioning of regulatory networks. Many authors illustrate their positive stance towards
the concept of regulatory networks by quoting the success story of the
EMEA. Two researchers took charge of demonstrating what a number
of others simply stated: that the network of regulators that is managed
by the EMEA is a great success. Mutual trust and cooperation across
this network help to foster common regulatory policies and decisions,
thereby avoiding the drawbacks of ill-conceived mutual recognition
or centralised systems.
Through his work on the EMEA, Hauray exemplifies what
Dehousse called “regulation by networks” [Dehousse 1997]. He argues
against the view of Abraham and Lewis, that the EMEA is just a virtual
agency. Over time, the agency has taken on a role that goes beyond
being an interface between EU institutions and national authorities: it
steers the network of national authorities; it has a representational role;
it embodies and symbolises the existence of an integrated European
expertise, a counter-part to US expertise; it epitomises the collective
work of national authorities, through the management of information
databases, the coordination and carrying out of all the logistics required
between two scientific committee meetings, etc.
All of that translates into a concrete financial reality: the EMEA
receives industrial fees and redistributes monies to national authorities
See Lenaerts 1993, Dehousse 1997, Majone 1997, Groenleer 2005 for just a few
examples.
26
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which carry out the evaluation work. The EMEA and the network are
therefore more than “virtual”. The agency is the head of the network,
with distinct managerial functions. Without it, the network would probably be virtual. The best illustration of that is the permanent threat
felt by Member States, that the EMEA might turn into a “European
FDA” (after the name of the US regulatory agency, the Food and Drug
Administration), with an ever-increasing staff and budget, taking over
the activities of national authorities. The support which the EMEA
received from the Commission and the Parliament revived the fears of
Member States. They consequently tried to circumscribe the competence of the EMEA during the review of pharmaceuticals regulation in
2002-200427 [Hauray 2006].
Metcalfe conceives of the EMEA network in a more extensive
sense. His approach is reminiscent of original works on inter-organisational coordination in public administration. The EMEA network seems
to be well developed and tightly-knit. It covers all organisations with
a stake in EU pharmaceuticals regulation: pharmaceutical companies,
industry representative organisations, national authorities, health care
professionals, patients associations and the European institutions.
The EMEA reflects its environment in all aspects of its activities.
Operationally speaking, it draws on relevant expertise from the Member
States as determined by the technical requirements of marketing applications. Given its limited staff, it would otherwise be unable to process more than a fraction of the inflow of applications it receives. This
method involves the creation and maintenance of lists of accredited
experts for all relevant fields, who can be called upon to participate in
The review of the legislation on pharmaceuticals was launched in 2001, with the
objective of creating a coherent set of laws. The successive reforms throughout the 1980s
and 1990s created a multi-layered system, with different procedures described in distinct
pieces of legislation. The review process resulted in the adoption of an overarching
Directive (the ‘Community code’ for pharmaceuticals). The review coincided with the
planned evaluation of the functioning of Regulation 93/39 that instituted the EMEA and
the centralised procedure.
27
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CHMP working groups. Again, this places an administrative burden on
the EMEA. It has to ensure that the right people are appointed to the
right committees when they are needed. At the strategic level as well,
i.e. at the level of definition of its objectives and methods, the EMEA
is likewise interdependent on many organisations. It has defined its
role as a professional organisation. Applicant companies, as “clients”,
have to meet administrative requirements and pay for the service that
the EMEA provides in order to have the evaluation of their products
processed. On the output side, in presenting its professional advice,
the client is the Commission. In both cases, the EMEA claims professional autonomy.
The way in which the EMEA has defined its role and designed
its relationships with other organisations stems from a different strategic
vision to the one underlying many “New Public Management” reforms.
In many cases the basis has been a business management philosophy.
The relationships with external organisations or with the public have
been defined in customer-supplier terms. The EMEA approach is one
of a professional-client relationship. This distinction has far-reaching
implications for the way relations between organisations are structured,
performance criteria set, and effectiveness assessed. Customers expect
suppliers to give them what they want, whereas professional service
is based on an independent diagnosis and assessment of needs. The
benchmark is meeting client needs, and performance is judged by
professionally set criteria of client service.
The various authors concur that the EMEA is different from
other agencies. Not only is it part of a network of national authorities,
it also enjoys close links with all relevant organisations in the regulation of pharmaceuticals – from trade associations and patient groups to
international bodies – and takes on the challenge which that represents
by adjusting internal methods and procedures. The EMEA “model”
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epitomises a European recipe for public administration, making up for
the lack of public management plaguing the effectiveness of European
policies in general [Metcalfe 2000].
3.3. A biased success? EMEA and regulatory politics
A few years after its inception, the EMEA started to attract
some reviews. First of all, an institutional review was undertaken in
2000 by the Commission (provided for by the founding regulation).
The review was based on a private consultant’s evaluation of the level
of stakeholders’ satisfaction with the functioning of the centralised
procedure, and the role of the EMEA therein28. This largely positive
evaluation preceded the launch of an extensive review of the regulatory
framework for pharmaceuticals. These analyses stated that the EMEA
had improved coordination among actors and favoured the overall
“productivity” of the regulatory regime, in terms of the number and
quality of accepted marketing authorisation decisions. However, the
creation of the EMEA has not altered the structure of interests in the
pharmaceuticals sector in the long run. On the contrary, its policies
reflect or are determined by it.
Permanand and Mossialos – two public health-oriented academics – start by asking this question: how well does the industry do in
pushing its agenda at EU level? To what extent are consumer interests
taken on board in policy discussions? Is the Commission, as policy
instigator, actually committed to finding innovative solutions to the
incomplete market? The authors’ view is somewhat pessimistic. They
follow Fritz Scharpf’s argument that the EU suffers from a “constitutional asymmetry”: the constitutional distribution of competences
Cameron Mc Kenna & Andersen Consulting (2001), Evaluation of the operation
of Community procedures for the authorisation of medicinal products, Report to the
European Commission, Brussels
28
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between the supranational and the national levels is fundamentally
biased in favour of industrial policies, since social and health regulation
is of the competence of Member States.
The consequence of this is that Commission policies are bound
to be industry-friendly. The creation of the EMEA and management of
marketing authorisation is a case in point. The creation of the agency was
initiated by the European Commission. It is a piece of “entrepreneurial
politics”: a decision which implies diffuse costs (borne by society as a
whole), but concentrated benefits (the only beneficiaries are the industry
and the Commission itself). All the agency’s efforts are directed at the
efficiency of evaluation in the form of reduced delays for the evaluation of medicines. Unlike consumers, the industry enjoys early access
to evaluators. Most drugs authorised are non-innovative drugs. The
fastest evaluators are obviously chosen by companies. The EMEA is
supervised by the DG Industry and not DG Health. During the legislative
review, the Commission rejected the proposal to introduce comparative
product assessment, and proposed instead to put representatives of the
industry on the board of the EMEA. The whole European regime for
pharmaceuticals appears biased [Parmanand & Mossialos 2005].
The analysis which Broscheid and Feick propose is less focused
on the influence of private interests on regulation. Several years after
Feick’s first publications, they build on a rational institutionalist view
in order to assess whether there is a trend towards an ever more centralised pharmaceuticals regime. For them, the market entry regulation
for pharmaceuticals can be read, at least partly, as a success story of
Europeanization. They use the legislative review as an opportunity to understand the factors behind this success. The picture shows contrasts.
On the one hand, there does not seem to be a self-sustaining
dynamics behind the regulation of pharmaceuticals. Europeanisation
has increased just a little. The institutional design of the EMEA and the
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composition of the CHMP were two of the most controversial issues
considered during the review. The Commission proposal reduced the
number of representatives on the Board and in the CHMP, in order
to adapt their composition to the then forthcoming EU enlargement
(a shift from a 15- to a 25- Member States EU) but also to reduce
national influences. This comes as evidence that the system has not
gone more European: Member States have managed to maintain their
institutional rights in the system. On the other hand, they have had to
make concessions: co-decision and qualified majority rules are now
firmly established for pharmaceuticals approval and pharmaco-vigilance
regulation. Obligatory binding arbitration and provisional authorisations
may lead Member States to recognize others’ decisions. The Member
States also agreed to further extend the scope of the centralised procedure within four years. In addition, European agencies such as the
EMEA, being part of and coordinating networks of national regulatory
authorities, may lead to the development of “cosmopolitan” bureaucrats
with a European orientation, thereby “Europeanising” the behavioural
orientation of national agencies in the long run.
The authors admit that their question is difficult to answer.
Europeanisation means a withdrawal by Member States from various
regulatory activities. Hence, for Europeanisation to progress/regress,
Member States would need to lose/acquire more weight in the design
of the regulatory regime. Broscheid and Feick argue that the politics
of pharmaceuticals regulation follows a basically stable pattern: all
actors are represented and have now found their place in the regulatory system. Although national authorities oppose Europeanisation,
their criticism has a limited impact. Public health groups do not seem
to be gaining influence over time. In these circumstances, the level of
Europeanisation may increase. However, it is unclear whether this will
result from a strengthening of the network structure or the transforma- 58 -
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tion of the EMEA into a sort of European FDA. Broscheid and Feick
consider that the issue needs to be examined in the future [Broscheid
& Feick 2005].
These accounts implicitly deny the fact that the EMEA could be
a model. Its success is linked to the specificity of the pharmaceutical
regulatory area, in terms of the interdependence between regulators
(both national and European), industry, patient organisations and medical experts. The success of the EMEA, which may be temporary, lies in
its ability to contribute towards institutionalising this interdependence
and managing it through common procedures and routines. Research
on the EFSA confirms both that the EMEA is not used as a model and
that the structural specificity of the regulatory space in which these
agencies are active is a key determinant of their success.
4. The EFSA and the institutionalisation of food policy
As the EFSA became operational in 2003, research has mainly
focused so far on its creation. The transition from the BSE crisis, which
peaked in 1996, to the launching of the agency, is the topic most frequently dealt with in the literature. Academic papers state more or less
the same thing: the pervasiveness of inter-institutional and regulatory
politics on the design of the agency, and the emergence of a sub-optimal
arrangement in terms of interface between the agency and its main institutional partner, the European Commission. Far more than in the case of
the EMEA, authors express their doubts as to the future achievements
of the agency. The controversial and political nature of food regulation
is believed to bear on its activities, and to limit the capacity of the new
body to meet the challenge of excellence and independence.
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Most of the literature described below comes from political scientists
who studied the EFSA as a case of institutional and political change in the
European Union. Most of the papers presented here are not by specialists of
food regulation but rather by students of EU politics who see the formation
of the EFSA as a special case of regulatory politics: that is, the confrontation
of institutional interests and political ideas within a sector originally seen
as technical or scientific.
A number of references pertaining to “grey” literature are included below
(reports published by two different think-tanks and a paper by a group of
MEPs) and will be highlighted directly in the text.

4.1. A political watershed as the context for the creation of
EFSA
“EFSA’s formation is special”, writes Buonanno29. The public
character of this process, the involvement of the European Parliament
in the co-decision legislative procedure, and the subtle power shifts
between institutions that occurred throughout this process, make it
something eminently political. Whereas the formation of the EMEA
was part of a regulatory reform, the creation of the EFSA is a clear
episode of EU inter-institutional politics and policy change.
It was via the political channel that the food regulation system was called into question. Vos shows that the MEPs, following
the “mad-cow” crisis, shattered the image of the smooth-functioning
scientific and regulatory committees. The example of the Standing
Veterinary Committee, in particular, convinced the actors of the EU
polity that the committee system (strengthened after the decision of
the Commission in the early 1990s not to create a food agency), was
deficient [Vos 2000].
Laurie Buonanno is Professor of political science at the State University of New York.
She chairs the department of political science of the Buffalo State College.
29
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The analysis by Vos is reminiscent of the conclusions of
Clergeau. On the basis of a thorough examination of the emergence
and management of the BSE crisis, Clergeau demonstrates that it is
a political crisis, more than a health one, which sparked the whole
process of redesigning EU food policy. European intervention related
to food has always been plural but nonetheless dominated by the DG
Agriculture and Veterinarians. Health was never a strong dimension of
food policy, but this was put into question with the BSE crisis, which
lead to a political crisis: Parliamentary inquiry into the Commission’s
alleged wrongdoings, salience of the issue in the press, accusations
of manipulation, threat to censure the Commission, threatened by the
United Kingdom to paralyse the institutions. The Commission was
faced with accusations stemming from the Parliament, of being biased
towards industrial interests and of giving priority to the objective of
achieving the Single Market over public health. After a second food alert
(the Coca-Cola and Dioxin crises in May and June 1999), the creation
of a European Food Authority imposed itself as the best crisis-ending
strategy for the Commission [Clergeau 2005].
Randall shows that the creation of the EFSA, as well as that
of the Food Standards Agency, followed the political accusations
against John Major in the United Kingdom and Jacques Santer at the
EU. After the BSE crisis, keeping things quiet no longer appears as
an option; communication with the public is a priority, even for the
Commission. The very process of creating the EFSA, like its mission
regarding risk communication, shows that the principals heeded public
concerns [Randall 2001]. According to Hellebø as well, the restoration
of confidence was a key motivation of the Commission. The choice of
the institutional design of the EFSA related to that objective. With the
EFSA, the Commission has recognised the importance of openness
and transparency [Hellebø 2005]. In other words, the process which
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led to the proposition to create the “EFA” was a sort of revolution. It
ended what Millstone & van Zwanenberg call the “ancien régime” of
food regulation – a regime in which institutions confused safety with
industry sponsorship, in which secrecy as well as a lack of lines of
accountability are obvious, and where decision-making is captured by
small groups of scientists, sometimes drawn from the industry, behind
which policy-makers and politicians were keen to hide [Millstone &
Van Zwanenberg 200230].
4.2. A common narrative of the creation of the EFSA
The process which led to the launching of the European Food
Safety Authority in 2002 appears clear-cut in the various papers, which
agree on a common narrative [Randall 2001, Buonanno & al. 2001,
Roederer-Rynning & Daugbjerg 2004, Hellebø 2005, Buonanno 2003,
Buonanno 2006]. Most authors go back to the first proposals of the
then President of the Commission, Jacques Santer, in February 1997, to
create an autonomous veterinary inspection agency. From that moment
onwards, until the Commission proposed the creation of the “European
Food Authority” in 2000, hesitations and controversies as to what design
to adopt dominated.
4.2.1. The aftermath of the BSE crisis
Before getting to the proposed creation of the EFA, the
Commission sought other solutions, more along the lines of its committee-based food regulation. In February 1997, Santer proposed
the implementation of a two-fold reform. The office for veterinary
controls was transformed into a more autonomous directorate, within
These authors from the Science and Policy Research Unit of the University of Sussex
have published a number of other papers related to the BSE crisis and the institutional
and policy change of its aftermath. See Millstone & van Zwanenberg 2005.
30
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the Directorate-General (DG) for consumer protection. All food-related
scientific committees were transferred to the same DG. Scientific advice
and risk analysis were adopted as overarching instruments in an attempt
to refocus food regulation on risks to consumers’ health. In parallel
with that, more profound changes were surfacing at the same time.
The BSE crisis influenced the choice to introduce into the Amsterdam
Treaty Article 95 (establishing an obligation to take into account new
scientific evidence) and Article 152 (which sets the objective of a high
level of protection of human health). However, these reforms proved
unsatisfactory. The committee system was not sustainable. Experts were
given too much work, while the Commission had trouble coordinating
the activity of overloaded committees. Scientific experts started to ask
for a more permanent body, with more staff. The proposal of an agency
then resurfaced. The White Paper on Food Safety argued for the creation
of a European Food Authority [Vos 2000, Clergeau 2005].
The proposal to create an EFA thus resulted from an important
shift in the framing of EU food policy. Whereas the creation of an
agency had been envisaged for various functions – in the 1980s, for
veterinary controls, at the beginning of the 1990s, to cope with the
authorisation and assessment of novel foods, in 1996, for inspection purposes again – the shift towards a science-based concept of food safety
afforded a new understanding of the objectives and principles of food
regulation, and of the tasks that could be delegated to an independent
body in particular [Demortain 2006]. The EFA proposal resulted from
a broader policy shift, triggered by the BSE crisis. “It highlighted the
need for a more conceptual approach to food safety regulation; a concept
which should define the nature and purpose of risk assessment and risk
management” [Vos 2000]. As shown by Beurdeley, the EFA proposal
was not an isolated measure; it was part and parcel of the redrafting of
EU food law in its entirety. The “farm to fork” principle and the “com- 63 -
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prehensive” approach to food safety oriented the re-engineering of this
much fragmented set of regulations and laws. It included the setting-up
of a specific food alert system, the reform of all hygiene-related and
labelling legislations, and the inclusion of the precautionary principle
in EU food legislation [Beurdeley 2002].
4.2.2. After Prodi’s announcement
The nomination of Romano Prodi as President of the Commission
in spring 1999 was decisive in unlocking the process to create a food
agency. He took the responsibility to initiate this process after having
observed the disastrous consequences of even minor food crises on
the career of politicians like Jacques Santer. Romano Prodi, as well as
David Byrne (the Commissioner for Health and Consumer Protection),
opted for an even fuller shift towards a science-based and public healthoriented food legislation. This political context explains a change in the
overall attitude of the Commission towards delegation. Whereas the
creation of a regulatory agency with decision-making powers had been
advocated by certain stakeholders ever since the 1980s, the Commission
chose another option, more in line with its own interpretation of the EC
Treaty: a risk-assessment agency. The process and factors explaining
this design are the focus of most papers.
Kelemen insists on the about-turn of the Commission with regard
to the idea of creating a food agency [Kelemen 2002]. Up until Romano
Prodi became President of the Commission, the various DGs involved
in food policy were reluctant to give independence to an external body.
That changed progressively after 1999, in reaction to the BSE crisis. In
May 1999, three scientists were appointed by the Director General for
Health and Consumer Protection to explore new possible arrangements
of scientific advice for the European Commission. Philip James, Fritz
Kemper and Gérard Pascal, three members of the Scientific Steering
- 64 -
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Committee of the European Commission, handed in their report in
December 1999. They proposed a blueprint for a truly independent,
public health-oriented regulatory agency31. A lawyer by background,
David Byrne stressed the importance of staying in line with the EC
Treaty and the Méroni doctrine. The Commission thus turned down
their ambitious proposal in favour of a much more restrictive approach:
an agency with competence for food safety only (not public health),
and tasked with risk assessment only.
4.3. Inter-institutional politics of agency design
The case of the EFSA is particularly representative of the view
of Kelemen, according to which the design of agencies is the result of
a confrontation of institutional interests and of political arguments on
the possible organisation of the new body and its legal competence.
The authors generally agree that the Commission services and the
Commissioners benefited from the design that was ultimately chosen
(with limited powers and mandates for the agency, as commanded by
the risk assessment / risk management divide).
4.3.1. The position of the Commission
Lafond, then researcher with the think-tank Notre Europe,
studied the process of creation of the EFSA. He made it clear that the
proposed design was structured by institutional and political constraints.
The first of these constraints was the separation of risk management and
risk assessment: a politically correct measure, advocated by both the
Commission and the Member States, in spite of the widely-recognised
fact that they could not easily be separated. Merging these competences
James, P., Kemper, F. and Pascal, G. (1999) A European Food and Public Health
Authority: The Future of Scientific Advice in the EU. Report commissioned by the Director
General of DG XXIV, Brussels.
31
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would mean blurring or diluting political responsibilities; it would
equate with a weakening of the democratic legitimacy. Furthermore, a
separation has functional advantages: as the EFSA has no competence
for inspection, it is coherent to keep these together with other risk management activities. It is positive to insulate risk evaluation, to ensure that
it is not disturbed by external political or economic factors.
According to Lafond, the emerging framework for agencies also
limited the choices that could be made for the design of the EFSA.
Although the Commission White Paper on Governance is ambiguous
as to whether the creation of agencies is a positive or a negative move
for the European Union, the implicit stance is negative. Information or
coordination agencies, conceived of as the central node of a network of
national bodies, are preferred to regulatory agencies with an extensive
legal competence.
These constraints explain the choices that were made for the
design of the EFSA. The powers of the agency are limited. Its mandate
concerns the collection and dissemination of information, the provision
of risk assessments to the European Commission, the identification of
emerging risks, the communication of risks, and the management of
a consultative forum comprised of representatives from national food
administrations or agencies [Lafond 2001].
The “risk analysis” concept was instrumental for the Commission
in explaining and legitimating its decision to limit the powers of the
future body. Demortain argues that the risk analysis procedural concept
(from which the idea stems of separating risk assessment and risk management) was turned into a substantive definition of the respective
authority of scientists and politicians. This move reflected the willingness of the Commission to preserve its own authority. It derives from
a principle established by the Commission’s Inspection Générale des
Services in 1996 (when Santer first envisaged the creation of a new
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agency): delegation should not affect the essential prerogatives of a
governmental authority. There is no absolute best design or model to be
applied across sectors. But to decide what powers or tasks to delegate, a
decision must first be made concerning which tasks are the prerogative
of an authoritative and politically accountable body. Any task other than
those which constitute this essential prerogative may be delegated. The
Commission has never stopped following this line, contrary to what
Kelemen argues. It has decided to consider “risk management” as the essential and core competence of a politically accountable public authority
with regard to food. The appropriation of the risk analysis concept was
a way for the Commission to reassert its authority and legitimacy as a
public governmental body [Demortain 2006]. Most of the stakeholders
and MEPs accepted the framework proposed by the Commission. The
separation of risk assessment and risk management served as a way of
interpreting both the problems of the past (the insufficient separation as
the root of the BSE crisis) and the directions for forthcoming reforms.
All institutions and stakeholders agreed on delegating risk assessment,
even though some disagreed with the idea of leaving risk management
to the European Commission – most notably the industries, much concerned with the politicisation of novel food authorisation procedures32.
The formal legislative discussions on the Commission proposal lasted
the whole of 2001. Regulation 178/2002/EC on general prescriptions
and principles of the EU food law and the setting-up of the EFSA was
adopted in January 2002. The EFSA started operating in 2003.
4.3.2. The position of the Parliament
Kelemen takes the view that the design of the EFSA is the result
of inter-institutional negotiations which are largely influenced by each
institution’s defence of their powers [Kelemen 2004]. The creation of
32

European Policy Centre, A European Food Safety Authority, EPC, Brussels, 1999.
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the EFSA has certainly been a contentious process [Clergeau 2005].
The Commission has continuously tried to make it ‘its’ instrument.
The Member States specifically tried to ensure they would be well
represented on the board. The Parliament managed to make the agency
more autonomous but also specified the definition of risk assessment
and argued in favour of the topic of animal health to be included in
its remit.
Kelemen insists on the role of the European Parliament in the
formation of the EFSA. With the EFSA, the Parliament was for the first
time involved in the design of an agency as a “legislator”. The involvement of MEPs as “co-decision makers” resulted in heightened political
challenges and a stress on openness and transparency. Parliament’s role
made the formation of this agency a particularly politicised and public
process [Kelemen 2002]. Historically speaking, the food policy area is
one on which MEPs have based themselves to raise the profile of their
institution in EU policy-making. Food issues are the core speciality of
a number of MEPs, who were very active early on, as the BSE crisis
unfolded.
The paper by Valverde, Cabezes Lopes and Piqueras Garcia
– MEPs themselves – shows how closely involved the European
Parliament has been in promoting food safety reforms since the
mid-1990s. According to them, the series of reforms proposed by
the Commission in 1997 were going in the right direction, but were
provisional. They argued then already in favour of the creation of a
fully-fledged regulatory agency with extended functions (veterinary
controls, novel food evaluation, monitoring of Member States decisions concerning the circulation of foodstuffs). Its missions would be
to provide Member States and Community institutions with the best
possible scientific advice on any matter related to the evaluation of
the quality or safety of foodstuffs. The agency would integrate the
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functions currently exerted by committees and the food and veterinary
office (the Commission internal directorate for food and sanitary inspections). Much like the EMEA, it would be responsible for the opinions
delivered, while the Commission retained responsibility for actual decision-making. This agency could not be a transposition of the FDA,
as Santer suggested in his speech (the FDA does not take care of all
foodstuffs; it resembles a department in a national ministry more than
a European independent agency; and it has a bigger staff and makes
direct interventions) [Valverde & al. 1997].
Buonanno & Negent, much like Kelemen, argue that the
Parliament behaved as a “power maximiser” during this process
[Buonanno & Negent 2002]. In the past it had used several strategies
to raise its profile: either a maximalist strategy, pressing for major and
formal treaty amendments; or an incrementalist strategy, pushing for the
development of informal institutions. The BSE temporary inquiry committee is an example of the former strategy. The Parliament put pressure
on the Commission for a year, capitalising on a de facto alliance with
consumer representative bodies [Buonanno 2003, Clergeau 2005]. With
the European Parliament report on the wrongdoings of the Commission
in the BSE crisis, the MEPs found a way to respond to the democratic
deficit and a formula for reaching Europeans: attacking the Commission.
That attack contributed to the resignation of the Santer Commission.
The Medina report seemed to open the way for the agency solution, much in line with the repeated calls for the creation of agencies
that some Members of the European Parliament had made since the end
of the 1980s. The Parliament positioned itself against the far-reaching
authority that the three scientists mandated by the Commission argued in
favour of. Why would members of the European Parliament eventually
argue in favour of separating risk assessment from risk management?
This seems to be the result of political opportunism: the Parliament’s
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power on an independent agency had not been tested, whereas the
BSE crisis enabled it to wrest concessions from the Commission. The
Parliament avoided the creation of an over-powerful agency in order to
preserve its own administrative powers [Kelemen 2002] and its chances
to threaten the European Commission, control of which is its ultimate
institutional aim [Buonanno & Negent 2002].
4.3.3. Science in the making of the new food regime
Buonanno deals with an inherent aspect of the formation of
the EFSA: as noted above, several scientists have participated to this
process as advisors to the DG Consumer Protection of the European
Commission. Buonanno takes advantage of this data to investigate the
question of whether science influenced the institutional reform. How
have the different orientations of scientists and policymakers shaped the
debate and their respective recommendations? Previously, Buonanno &
al. observed that the food regime poses an intrinsic problem of confrontation between science and politics. The creation of the EFSA reveals
the nature of science and the salience of risk issues in modern societies.
The imperatives which the Commission put forward in this reform
– democratic accountability and transparency; Commission control
and management as the most effective protection for the consumer;
and prohibition of the delegation of regulatory function under existing
treaty provisions – are direct answers to the “principal controversies
regarding risk tolerance in modern society.” [Buonanno & al. 2001,
p.10] Science and policy-making are essentially opposed:
« Policymakers ask, ‘How much will it cost? What constituencies
will be impacted? Will the regulation (or lack of) be harmful to
producers?’. Scientists ask, ‘How can we prevent an undesirable outcome?’. Scientists recognize the impossibility of zero risk; whereas
policymakers face personal risks when they attempt to convey to
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consumers the scientific truth; i.e., even the best conceived and implemented regulatory policy cannot ensure zero risk. » [Buonanno
& al. 2001, p.2].
Enduring conflict between scientists and politicians derives from
contrasting approaches to regulation. They have neither the same objectives, nor the same cultural lenses on safety issues. Hence, scientific and
political actors opposed one another during the process of designing
the EFSA, because they had different views concerning the assessment
of risk, the management of risk and the interconnectedness of risk assessment, risk communication, and risk management [Buonanno 2003].
A never-ending debate, given the fact that the division of science and
management is illusory, and that risk assessment is not an objective
technical task [Buonanno 2003, Vos 2000].
As the proposal for a European Food and Public Health Agency
by James, Kemper and Pascal was rejected by the Commission, it may be
argued that scientists lost the battle. The design of the EFSA is the result
of a dual policy track: the highly publicised work of the three scientific
experts on the one hand, and the drafting of the White Paper on Food
Safety by Commission services on the other. The latter, less visible,
proved more powerful [Roederer-Rynning & Daugbjerg 2004].
Taylor & Millar take a more radical stance. Their view is that
the reform gave in to international agreements between the EU and the
USA, which extended further the role of the free market in food trade.
The agency’s institutional architecture was therefore framed by the
imperative to construct an authority capable of restoring market confidence without threatening the habitat of the multi-national companies
occupying this arena. In the face of such constraints, the proposal of the
three scientist experts did not count much [Taylor & Millar 2002].
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4.3.4. The transposition of a model?
Taylor & Millar have sought to explain the creation of the EFSA
through the theoretical lens of policy learning. While policy learning
models have been developed mainly by public policy analysts operating
within the framework of domestic politics, Taylor and Millar argue that
the line of reasoning underpinning these models applies at the European
level. They argue that the EFSA was designed on the same lines as the
Food Safety Authority of Ireland, which was put forward as a possible
model by the Commissioner David Byrne.
« There has also been a discernible increase in a range committees
and networks which have proven a fertile environment for the crosspollination of ideas. It is in this sense that this article contends that
policy learning has performed a crucial role in the construction of
much of the EFSA institutional architecture, its policy remit and
operational ethos. » [Taylor and Millar 2002, p.141]
Roederer-Rynning & Daugbjerg contradict this idea. They see
the EFSA as an unidentified political object. Although Prodi said that
the FDA and the EMEA could be models, the EFSA resembles neither of
them. It does not have the strong centralisation of regulatory authority,
the same resources or the inspection competence that the former has,
and it does not run authorisation processes or raise its own financial resources like the latter. The hypothesis that the Commission learned from
national approaches is also undermined by factual evidence. Although
the separation of risk assessment and risk management is a common
denominator for most European countries, some have merged these
two strands of activity while others have not. Institutional responses to
the BSE crisis have varied.
More simply, the report of the three scientists and the White Paper
by the Commission testifies that there was a great level of awareness of
what was done elsewhere. Demortain listed the numerous references,
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made during the formation process, to a number of other agencies, thus
reaching the following conclusion: comparison with existing agencies
is a cognitive trick in order to establish a common base for negotiations
on the design of the future institutions. As agencies are recent bodies and
as the range of possible designs is vast, comparisons help to establish a
common “grammar”, a set of common references and standards. As these
comparisons are made, the various actors involved inevitably move away
from supposed models and carefully distinguish the future body from
any existing references. They converge towards a sui generis scheme,
adjusted to the specific sectoral institutional and regulatory challenges
– in this case, the “risk analysis” concept [Demortain 2006].
4.4. The EFSA and democratic norms
One of the most striking aspects of the literature on the EFSA
is the overall negative stance which analysts take when anticipating the
agency’s impact. Early assessments that have been made of the EFSA
leave little hope. For Groenleer, certain agencies seem to have grown further than they were supposed to. They have institutionalised and become
more than just technical instruments, gaining autonomy and influence
on their environment, and constructing a distinct organisational identity
with an internal as well as an external dimension. As these conditions are
met, agencies become legitimate. Contrary to the EMEA, the EFSA has
not reached this point. It has not institutionalised itself, that is, become
entrenched and accepted. The recent proposal by the Commission to insert
a review clause in some draft regulations testifies that the EFSA has not
yet lived up to what was expected from it, be it in terms of transparency
or excellence [Groenleer 2005].
This assessment echoes that of Kanska, on the independence of
the EFSA and its relations with industrial interests. The EFSA organisa- 73 -
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tional structure caused this author to be very negative about the agency’s
independence. For instance, the Commission has considerable influence
on the composition of its Management Board. The entire Board should
be consumer-oriented to compensate for the inevitable industry influence,
but there are five persons with an industry background on the Board at the
moment. The founding regulation comprises no provision on impartiality
(while there is one in the EMEA regulation). Scientific panel members’
term of office is relatively short. Commission officials are allowed to attend
committee discussions, which could influence scientists. There are transparency measures as regards the proceedings of the scientific committee
meetings, but the minutes of meetings cannot be trusted. The founding
Regulation is not generous as regards control by the general public.
The executive director, however, has a large degree of independence. He/she is meant to consult the Commission only on the annual
work programme, and does not have to report to the Commission.
However, the feeling exists that the Commission can steer the work programme, by assigning tasks and dissuading the EFSA from pursuing certain research directions. The Commission can also influence the EFSA
by defining the objectives of the risk assessments to be made and the
data to use. This already took place with a request on biotechnologies,
where the Commission asked the EFSA not to comment on co-existence
(while this could have been considered to be part of the request). Of
course, the EFSA controls its own agenda. But, the Commission being
the main consumer of the EFSA, this independence is only theoretical.
Finally, the EFSA offers no guarantee of formal independence vis-à-vis
the Commission or the industry, and no guarantee either that it will act
in the public interest [Kanska 2004].
Borra’s analysis of the recent changes in the regulatory regime
for genetically modified foods concurs with Kanska’s. Do the new
authorisation procedures for genetically modified organisms (GMOs)
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solve the democratic deficit which characterises the EU? Will the
new procedures allow for a better input from all the stakeholders
concerned, and acknowledge the changes which have been under way
in the risk society, in terms of relations between “society and science”
(declining authority of science, increasing openness to different types
of knowledge, suspicion on academic knowledge, etc.)? Investigating
the action of the EFSA will supposedly reveal much on the nature of
legitimacy in the EU “post-national political order” and the relationship between democratic legitimacy and the role of experts. But no
formalised procedure for interaction between experts and non-experts
came with the setting-up of the EFSA. The Commission “ScienceSociety” action plan covers research policy but not risk regulation.
Informal interest representation remains the only channel to access to
decision-making centres, while the judicial review of decisions is the
only possible appeal for unhappy stakeholders. But the Court is not a
channel of democratic representation. Thus, the EFSA does not bring
about an improvement of democracy and dialogue between experts
and citizens. Instead, it tends to deny the idea that citizenship is in a
process of transformation, commanded by the salience of risks in our
modern societies [Borra’s 2006].
4.5. The EFSA in risk regulation
Buonanno [Buonanno 2003] asks the following questions: to
what extent might competences which are institutional (EFSA’s establishment) and split (among the Commission, the EFSA, and Member
State food safety authorities) either enhance or diminish the effectiveness and legitimacy of food safety regulation? This question inspired
a number of researches, very early on, even as the EFSA was not yet
totally operational. The launching of the agency is generally consi- 75 -

PART I

−

EUROPEAN AGENCIES

:

THE EUROPEAN MEDICINES AGENCY ( EMEA )

AND THE EUROPEAN FOOD SAFETY AUTHORITY ( EFSA )

dered to be worth investigating. As the EFSA started to run marketing
authorisation procedures (for GMOs), several authors looked more
closely at how well it was performing in its environment. This often
lead to negative assessments. Nevertheless, since the EFSA, through
its executive director in particular, has asserted its own priorities and
policies, a number of authors have also tried to characterise its action
by embracing several of its activities rather than focussing on one
particular strand of activity.
4.5.1. Early assessments of the EFSA’s achievements
As the EFSA is still a young agency, a lot of research related
to its action consists in deducing chances of success on the basis of
preliminary assessments. Among the authors whom undertook an early
assessment or anticipated on the achievements of the EFSA, Caduff
and Bernauer stand out: they are optimistic. In spite of the “fundamental pathologies” of the governance of food safety (pervasive policy
conflicts, exploitation of food safety in their own interests by Member
States, regulation relying on the precautionary principle, which does
not allow cost/benefit measures), the centralisation of food regulation
around the EFSA should have positive consequences in terms of efficiency: it should simplify the overall regulatory structure, contribute
to making the regulatory environment more predictable for companies,
reinforce standards, and improve enforcement of those standards in
poorer countries and smaller firms. However, this remains conditional.
It implies that the EFSA’s capacity for monitoring and enforcing compliance with standards is expanded. Within reasonable time periods,
the whole regulatory structure should be reorganised, in order to give
the EFSA a larger role in regulatory standard-setting, monitoring and
enforcement [Caduff & Bernauer 2006].
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On the basis of observations of the US system, Struenck anticipates that food safety will benefit from the creation of the EFSA. The
setting up of another body enlarges rather than minimises fragmentation. But fragmentation seems to be a better way to ensure food safety
because it implies that there are more checks and balances, and less
chance for agencies to be captured by interest groups [Struenck 2002].
Buonanno has good expectations too. The Commission has proved
its ability to manage a crisis related to the Single Market, and the
Parliament has established itself as a credible legislative partner. The
Commission will gain from the EFSA in terms of power as an external negotiator with the Council, while the Parliament will gain from
having established itself as a professional body of equivalent ability
in a key policy area. Member States have also benefited because the
EFSA will avoid repetition of the recent national battles around beef
or other food issues [Buonanno 2006]. There is reasonable hope that
the EFSA will eventually embody a form of post-national food safety
policy, governed by cosmopolitan views. Relying on policy networks
and “invisible colleges” of scientists, it will work as an important “risk
clearinghouse” and wield all the power that derives from information
and knowledge [Buonanno 2003].
4.5.2. A sub-optimal design for an unsuccessful regulation
As with the EMEA, researchers try to assess the impact, on the
EFSA, of the structure and mechanisms of risk regulation. By contrast,
they usually come to pessimistic conclusions as to the capacity of the
EFSA to change anything, thereby reflecting the negative results of the
democratic test to which several authors have put the food agency.
Chalmers argues that EFSA’s opinions will be torn apart in the
conflicts of interest in food regulatory politics. Food safety is a field
of tension between powerful interests, magnified by the BSE crisis,
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in which risk regulation is threatened by opposing interests involved
in the management of a socially valued issue [Hellebø 2004]. In this
context, the main problem lies with the extent to which the Commission,
Member States and private parties will have to follow EFSA’s non-binding opinions. The EFSA’s would-be authoritative scientific opinions
will not pacify conflicts. On the contrary, they will be plagued by a
fundamental lack of legitimacy.
For Chalmers, first, any opinion implies a particular model of
health care and social relations, and an understanding of the human
condition that may conflict with other understandings of the same issues. Secondly, the remit of the EFSA is not justifiable. Why would
biotechnologies be more important than tobacco or obesity in relation
to health? Thirdly, certain requirements favour certain industry structures, which others cannot meet: this is the drawback of setting a single,
objective standard of “safety” based on the use of certain technologies
and certain rules. Lastly, food is about individual and national identity.
It is impossible to harmonise diets or to go against meaning and beliefs
incorporated into the consumption of certain foods. Thus, tensions are
inevitable in food matters. There will be conflicts between the EU
position and territories or local risk perceptions. EFSA’s opinions will
come into conflict with other institutions, national agencies or others.
Differing methodologies or opposing data sets will then work as “instruments of division which act to undermine one another’s credibility:
they will therefore act to expose internal crises in science, provoke
crises of confidence in scientific expectation and encourage unrealistic
expectations of a zero-risk world” [Chalmers 2004].
Chalmers pursued his research with an empirical study of
the work of the EFSA in evaluating genetically modified organisms
(GMOs). He sees risk not as an object of regulation, but rather as an
ideological approach, coupled with a set of instruments and procedures,
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according to which technological hazards may be avoided and controlled. This approach implicitly legitimises technological innovation and
the emergence of more hazards: « The more sophisticated its procedures
of precaution, the more leeway it allows for the authorisation of risky
technologies. » The politics of risk is in opposition to the politics of
anxiety – which is specific to civil actors or laymen:
« This politics is antitechnocratic, particularist, prudential and
conservative. […] The control of hazard is not something that it
sees as being able to be meaningfully done in technologies with the
potential for catastrophe. Other norms, such as the sacralisation
of Nature and the redistributive consequences of biotechnology,
acquire pre-eminence. » [Chalmers 2006]
For Chalmers, risk regulation at the EU level can be interpreted
through this fundamental conflict between two approaches to technological hazards and the fate of modern societies, upheld respectively
by an institutional coalition (experts, the EFSA, the Commission) and
a social movement (non-governmental organisations (NGOs) and critical commentators). The procedures whereby GMOs are authorised in
the EU are representative of the politics of risk. These politics are the
product of the belief that sound risk assessment and corresponding decision-making procedures are the best possible means to tackle conflicts
regarding the acceptance of GMOs. In other words, the GMO regulatory
regime, and the EFSA therein, pertain to the politics of risk: « They work
within its assumptions of industrial progress and Human’s capacity to
safeguard the environment. »
But this politics of risk is not functioning in an ideal manner. It
is discredited by a number of defects. One of them is the fact that the
petitioner wields a clear power of agenda-setter, notably because he
has the high hand over the organisation of the data package, and can
- 79 -

PART I

−

EUROPEAN AGENCIES

:

THE EUROPEAN MEDICINES AGENCY ( EMEA )

AND THE EUROPEAN FOOD SAFETY AUTHORITY ( EFSA )

secure a more or less favourable process of evaluation by the Member
States and the EFSA which have limited time and rely on the company
providing the data. Another defect is the fact that scientific opinions,
when they appear negative, become the focal point of action for those
opposing the granting of authorisation, with a corresponding decline
in authority for the EFSA and some hijacking of the debate. A third
difficulty lies in the fact that risk assessment becomes a sort of specialists’ job, with jurisdictional overlaps (the same experts are sometimes
in charge of the evaluation of a product in a Member State and sit on
the panel of the EFSA). One last difficulty is that the scientific panels
are drawn into debating certain questions (such as monitoring) which
include some economic and regulatory elements. Involving scientific
panels in these issues inevitably requires them to write out regulatory
schemes on the use and management of goods: thus, they increasingly
become policing bodies.
The main consequence of these problems is that the politics of
risk come to be discredited in the eyes of NGOs which represent views
typical of the “politics of anxiety”. The opposing actors therefore seek
to de-legitimise the whole authorisation procedure. A debate unfolds,
through the media and in conferences, on whether the EFSA is an
objective body. In this controversy, there is no dialogue where parties address the points raised by other parties. There is a high level of
mistrust between the institutional players. Because of this mistrust and
manipulation of debate by all parties, there are few credible commitments and the terms of the debate and points of confrontation change
continually. Chalmers does not grant the EFSA with much chance to
improve the regulation of risk. Its mode of action and chances of success
are determined by this structural conflict. It will be unable to accommodate alternative ideological approaches to technological hazards, or
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to tackle the conflicts related to GMOs, which are rooted in value and
identity challenges [Chalmers 2006].
Krapohl expresses himself in a totally different theoretical language, but follows the same implicit hypothesis: the EFSA’s achievements are determined by the design of institutional relations with
stakeholders, and of the procedures for handling food safety. Kraphol
concludes that the EFSA has little chance of success, on the basis of
a comparison with the EMEA. In his view, success can be evaluated
on the criterion of the commitment of Member States to abandon their
national positions, and to become involved in common European
agenda-setting and decision-making.
The two agencies have a similar design. They “host” scientific
committees which previously were attached to the Commission. But
the commitment of Member States is likely to be weaker in the case
of the EFSA. First of all, Member States are better represented on the
management board of the EMEA, and appoint the experts that sit on
the CHMP. Secondly, the EMEA has more power than the EFSA: the
participation of the latter in decision-making is not obligatory, as food
products do not compulsorily go through a pre-marketing evaluation.
In other words, the EFSA cannot play the role of an agenda-setter. It
is assigned to work by the Commission, which is not obliged to follow its opinions. Thirdly, it is less costly for Member States to oppose
food-related decisions advanced by the Commission within regulatory
committees, because decisions are adopted through an oral procedure
which requires every Member State to take the floor and explicitly agree
on the proposal. A final argument lies with the substantive criteria for
decision-making. In the pharmaceuticals area, the rules for authorisation of products are very specific, as are the criteria for authorising
products on the market. The resulting judicial review is stronger than
in the case of foodstuffs – where there is no coherent body of law. This
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leaves a good chance for Member States to influence decisions through
political positions.
For all of these reasons, the commitment of Member States to
credible EU food regulation is weaker than in the case of pharmaceuticals. This leads Krapohl to conclude that the EFSA is unlikely to be
as successful as the EMEA [Krapohl 2004].
4.5.3. Acknowledging the specificity of agencies’ action
The second strand of the literature does not start with a preconceived understanding of what the role and action of an independent
risk assessment body is in regulating risk, and takes a wider view of
what its action consists of.
In contradiction with Chalmers, Randall contends that the EFSA
will manage to raise its profile, to go public and to become an authority in the field of food policy. Randall’s starting point is that there
are agencies in sectors where public interest is strongest: « Political
sensitivity, economic interdependence and the scope for forging a common purpose » are the factors which explain why the idea of having an
independent agency progressed in the food area faster than in others. It
should not be forgotten that, in the food safety field, politically potent
events occur regularly:
« The terms BSE (Bovine Spongiform Encephalopathy) and vCJD
(Variant Creutzfeldt-Jakob disease), GMO (Genetically Modified
Organism), beef hormones, dioxin, acrylamide and sudan 1 serve
as a shorthand for what, depending on taste, may be described as
food panics, food crises or food scandals. » [Randall 2006]
All of these are public events, which are opportunities for demonstrating an ability and willingness to do things differently and better.
These events are capable of changing the whole political environment.
The strategy followed during the first years of existence of the EFSA, by
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its first executive director, shows that the agency is likely to seize these
opportunities and assert its authority by “going public”. The assertion
by the EFSA of the quality and impartiality of its opinions, in response
to criticism by the public interest group Friends of the Earth, is evidence
that the EFSA is fit for displaying scientific and political authority:
« Asserting its leadership, by issuing opinions on GM crops and
foods, which brought greater consistency to European food policy
and EU dealings with major trading partners, required the Authority
to take the high road rather than a back road. Something that could
only be done in public, ‘informalization’ and ‘soft harmonization’ had
to give way to something a great deal tougher. » [Randall 2006]
The executive director is willing to be responsive to the principles that are laid down in the founding regulation, while making as
much profit as possible from the informational advantages he enjoys.
The EFSA is playing the game, embracing the requirements that are
laid upon it and turning them into claimed principles of action. It can
only emphasize its commitment to developing its scientific expertise
and to communicating its scientific opinions to policy-makers and the
general public: « Scientific integrity and superiority are the means that
EFSA seeks to use to attain a leading role in policy-making, build its
authority and win public respect. » [Randall 2006]
The contradictory statements made by the papers above show
the need for more informed and insightful empirical assessment of what
the EFSA actually does. Initial empirical investigation into the work of
the EFSA has been done by Franck Wendler, in the framework of the
EU-funded “Safefoods” project. Wendler tests the idea that the EFSA
could gain authority, which it does not wield formally, through the
development of soft law. The EFSA has been tasked with developing
a number of guidelines, voluntary standards, which could contribute
to legitimating European intervention on food issues, for private actors
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notably. The EFSA is meant to establish guidance for risk management,
procedural requirements for solving divergence of opinions between risk
assessment bodies, harmonisation of risk assessment methodologies,
guidelines for collection of data, etc. Wendler reaches the conclusion
that there is a transfer of responsibilities from public institutions to companies (labelling and traceability, many obligations relating to informing
the consumer bear on and depend on companies) and a transfer of the
legitimating function from the Commission to the EFSA. In other words,
the EFSA acts as a “normative agency”. Setting standards is a crucial
aspect of its operations, which will clearly motivate new operations
and the establishment of cooperation. The involvement of the EFSA
in the deliberations of the Codex Alimentarius, the international food
standard-setting body, is evidence of this change.
Wendler establishes that the guidance developed by the EFSA is
essential to decision-making. Scientific opinions are transformed into
decisions through interactions between risk assessors and risk managers
– a topic on which the EFSA has been requested to provide guidelines
by the Commission. Similarly, the evaluation of GMOs implies close
interaction between the EFSA and the petitioner. The evaluation of
GMOs gives rise to many questions, as regards which data are necessary and which methodologies can be accepted by the risk assessors.
The EFSA is still in the process of setting its criteria and standards in
that respect as well.
Other examples confirm that the activities of the EFSA directly
impact on the legitimacy of EU intervention. Through the development
of standards and criteria for risk assessment methodologies, for communication of opinions to the public, for stakeholder involvement, for
consideration of national scientific opinions, for independence, etc., the
EFSA, alone or jointly with the Commission, will be instrumental in
demonstrating the normative quality of EU regulation [Wendler 2006].
- 84 -

PART I

−

EUROPEAN AGENCIES

:

THE EUROPEAN MEDICINES AGENCY ( EMEA )

AND THE EUROPEAN FOOD SAFETY AUTHORITY ( EFSA )

Conclusion
As regards the EFSA, the literature still contains a number of
contradictory statements. For instance, Hellebø states that food safety
regulation, with the creation of the EFSA, is brought back to its origins:
a policy dealing with health (and not food product circulation, as in
the twentieth century), while Kanska believes that the industrial objective will prevail. In general, researchers assess the reality of the EFSA
against pre-conceived views of what it should be doing or achieving.
Empirical data concerning its activities remain scarce as it has been
active at “cruising speed” for only about two years. Another general
comment is that the views presented here are provisional. Several
authors assert that the change in the forms and institutions of EU
food regulation is incremental and is continuing. Caduff & Bernauer
express it simply: « centralisation [of food regulation] is a long shot ».
In this perspective, the creation of the EFSA can already be seen as a
substantial change. It is the sign that major changes are underway and
calls for continued research.
Certain issues have not been solved by the literature. For instance, there is still a wide range of terms in use for qualifying agencies:
they are either “decentralised”, “external”, “autonomous” or “independent”. Another issue that would deserve attention is the place given to
cognitive phenomena such as isomorphism and learning. Few authors
use these concepts, or only as a way to deal with Europeanisation: the
creation of agencies is said to be a sign of “Europeanisation”, understood as the emergence of common institutional features shared by
Member States and the EU [Taylor & Millar 2002, Hauray 2006]. But
contrary to what was announced by early publications in 1997 mainly,
the EMEA model has not been replicated to create the EFSA or other
new agencies.
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In general, the literature can be divided into two separate lines
of argument. Researchers defend the idea either that delegation determines regulation or that agencies have the power to renew regulatory
policies. To inform this debate, further research is obviously needed.
Not much has been written about agencies strategies and positioning in
inter-institutional relationships, the interactions between Commission
services and agencies, the relation between agencies and international
organizations or their role in standard-setting, the staffing of agencies,
etc. The study of European agencies has so far mostly been informed
by classical perspectives from European studies. Research inspired
by the new sociology of science could help by broadening the perspective33 and verifying whether agencies epitomise a change in the
nature of public administration or merely an extension of existing
public bureaucracies.

For instance, Waterton and Wynne showed that the formation of the EEA is not so
much an issue of autonomy and power [Waterton & Wynne 2004]: it is a process of
competition between the agency and its supervisory authority to produce a policy order,
by developing an appropriate vocabulary and identity for the agency and its tasks. Other
concepts from science and technology studies, that of “boundary organisation” [Guston
2001] or “intermediary agencies” [Braun 1993], could also fruitfully be applied to the
EFSA and the EMEA.
33
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