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   1.     Introduction 

 The challenges involved in the governance of the European Union’s 
(EU) internal market, as well as the need for closer collaboration 
between Member States, have seen EU policy-makers increasingly 
turn to executive or regulatory agencies outside the Commission 
structure.  1   These agencies are entrusted to execute a wide range of 
tasks from simple information collection and dissemination, to the 
adoption of decisions that are binding on all Member States.  2   Seen 
within the context of the need for reform of the Commission and 
the general striving of the Community institutions for better law-
making based on principles of good governance, it is not surprising 
that, in the new millennium, the resort to European-level agencies 
is more popular than ever. Moreover, as the EU’s competences in 
social affairs continue to develop, the Commission’s use of agencies 
has further spread into health-related areas. We have thus witnessed 
a mushrooming of agencies such as the European Medicines Agency, 
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the European Agency for Safety and Health at Work, the European 
Monitoring Centre for Drugs and Drug Addiction, the European 
Food Safety Authority, the European Aviation Safety Agency, the 
European Maritime Agency, the European Centre for Disease 
Prevention and Control and, most recently, the European Chemicals 
Agency. These agencies do not work to similar remits and do not 
exercise the same degrees of authority. But many have an impact on 
the way the Community protects the health of its citizens, and they 
shift the coordination of specialized, technical and scientifi c expert-
ise to the European level. 

 More recently, agencies have been seen as a constitutive element 
within the so-called ‘new modes of governance’ (NMG) approach 
to the making and enforcing of rules at EU level. The NMG debate   
focuses on the shift away from the traditional ‘Community method’ 
of regulation to embrace softer, more responsive and refl exive 
modes, with the incremental and consensus-generating approach of 
the open method of coordination (OMC) best conforming to this 
ideal.  3   But the increase in agency numbers, even if seen from this 
softer perspective, raises a number of concerns. As the European 
agencies are, for the most part, decentralized networks of variegated 
national level players and answerable to the Commission, they are 
neither suffi ciently independent nor powerful to act as regulators 
in the traditional sense. At the same time, with agencies created to 
bolster better governance in the EU, to address areas of collective 
action, as well as to provide scientifi c guidance, it is clear that their 
sphere(s) of infl uence are growing. Moreover, the Commission’s 
 relationship to them is often one of dependence. This, in turn, raises 
questions about agency accountability, their relationship with the 
Member States, and the extent to which further discretionary pow-
ers could be given to them, were the Treaties or secondary legisla-
tion to allow this. 

 This chapter examines two agencies with a particularly  important 
role to play in human health and safety protection, and thus 
impacting on Member State health care systems: the European 
Medicines Agency (EMEA) and the European Food Safety Authority 

  3     See D. Trubek and L. Trubek, ‘Hard and soft law in the construction of social 
Europe: the role of the open method of co-ordination’,  European Law Journal  
11 ( 2005 ), 343–64. See also Chapter 4 in this volume.  
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(EFSA).  4   Another agency that would be relevant for the study of health 
(care) is the European Centre for Disease Prevention and Control 
(ECDC). However, given our focus on policy and regulation (and pri-
marily as they apply to the single European market (SEM)), rather 
than public health per se, the ECDC falls outside our coverage here.  5   

 These medicines and foodstuffs agencies are particularly  interesting 
as they are examples par excellence of softer, more responsive and refl ex-
ive modes of governance, and may be indicative of, if not instructive for, 
the development of new governance patterns for health  protection in the 
EU. Moreover, because of the decisive role they play in the re-regulation 
of health issues at the EU level – as will be shown – and foremost in the 
context of the internal market, both agencies have an impact on national 
health systems, even if not an immediate or ostensibly direct one. 

 To this end, the chapter fi rst looks at the development of European 
agencies in general, in order to understand the reasons behind and 
rationale for their proliferation. It then briefl y profi les the develop-
ment of EU competences in health, and the extensive activities of 
European legislators to regulate the pharmaceuticals and food safety 
arenas on health grounds, although as part of the EU’s internal mar-
ket policy. These activities have been undertaken particularly in 
response to the potential threats to health (and health care) that the 
deregulatory initiatives of the 1980s may otherwise have had.  6   We 
see that, in both domains, therefore, the EU has extensive legislative 
powers to determine which products or substances may be considered 
‘safe’ and may obtain a marketing authorization within the SEM.  7   In 
this, the European Commission relies to a great extent on the tech-
nical and scientifi c expertise of the agencies to serve both its health 
protection and internal market goals, which in turn affects Member 
State health care systems. The chapter thus examines the roles of 
both agencies and addresses specifi c questions relating to their risk 
assessment mandates, composition, independence and accountabil-
ity, and the extent of their infl uence. Some observations on the use 
of European agencies in general, and with regard to the EMEA and 

  4     Although the EMEA is also responsible for veterinary medicinal products, 
and the EFSA also for animal health, we consider their roles only in respect of 
human health protection.  

  5     See Chapter 5 in this volume.  
  6     See Chapter 5 in this volume.  
  7     The ‘regulatory pathway’, as Leigh Hancher puts it. See Chapter 15 in this 

volume.  
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EFSA specifi cally, and their potential impact on health protection 
and national health  systems, are provided by way of conclusion. 

   2.     European agencies as a new mode of governance 

 Agencies have been created within the Community’s institutional 
framework since the 1970s. A strong Commission push saw many 
agencies set up during the 1990s given the single market programme, 
and in the 2000s we observe renewed interest (also as part of the 
NMG approach). This latter wave can in large part be put down 
to the bovine spongiform encephalopathy (BSE) crisis of 1996 and 
the subsequent need to regain the trust of the general public, stake-
holders and regulators in EU decision-making involving health pro-
tection. Inquests into the BSE crisis and its handling made it clear 
that the Commission had been ill-equipped to deal with the various 
elements involved in regulating the foodstuffs sector, and that it 
lacked the expertise and organizational infrastructure to deal with 
highly technical questions and/or crises more generally. It was felt 
that independent (scientifi c) expertise and authority was needed to 
inform policy-making – for instance, in terms of divesting the sci-
ence from the politics – and to enable proper risk analysis activities. 
There was also much domestic level interest in specialized agen-
cies at the time, and a growing confi dence in this decentralized 
approach based on the American tradition of independent statutory 
agencies.  8   

  A.     Delegating to European agencies 

 Stemming from this, there is now a considerable (and growing)  literature 
on the emergence and operation of agencies in the European national 
and Community frames. While we are unable to review this here, it 
is noteworthy, even if only in passing, that principal–agent analysis  9   

  8     M. Thatcher, ‘Delegation to independent regulatory agencies: pressures, 
functions and contextual mediation’,  West European Politics  25 ( 2002 ), 125–47.  

  9     See, for example, M. Thatcher and A. Stone Sweet, ‘Theory and practice 
of delegation to non-majoritarian institutions’,  West European Politics  25 
( 2002 ), 1–22; P. Magnette, ‘The politics of regulation in the European Union’, 
in D. Geradin, R. Muñoz and N. Petit (eds.),  Regulation through agencies 
in the EU: a new paradigm of European governance  (Cheltenham: Edward 
Elgar,  2005 ).  
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(including a multi-principals view),  10   and historical institutionalism  11   
are widely used as explanatory approaches in the  political science lit-
erature. They generally focus on the ‘why’ from the Community macro 
perspective, while additional meso-level considerations on the part of 
policy-makers are often concerned with ensuring the credibility of 
decision-making (and decision-makers),  12   promoting market effi ciency 
and fairness, addressing the delegation problem,  13   and serving the pub-
lic interest more widely. Agencies also have been seen as a progression 
of the wider ‘privatisation, liberalisation, welfare reform and deregula-
tion’ agenda of European governments since the late 1970s.  14   

 Notwithstanding the validity of the different theoretical lenses – 
which we cannot explore here – in practical terms, the EU agencies 
have been created on numerous grounds, but mainly in response to an 
increased demand for information, expert advice and coordination at 
the Community level, as well as the need to lessen the Commission’s 
workload and its search for more effi cient and effective decision-
making. Further, the resort to agencies is generally favoured by the 
Member States. First, they perceive benefi ts from collective action in 
given policy domains, along with improved governance, but are at 
the same time unwilling to strengthen the Commission. Second, the 
EU agencies are generally networks functioning to a ‘hub and spoke’ 
model,  15   which directly involves national level counterparts. 

  10     R. Dehousse, ‘Delegation of powers in the European Union: the need for a 
multi-principals model’. Draft Discussion Paper Connex 2–3, Centre d’études 
européennes de Sciences Po, 12 November 2006,  www.arena.uio.no/events/
LondonPapers06/DEHOUSSE.pdf .  

  11     See, for example, T. Christensen and P. Lægreid, ‘Regulatory agencies – 
the challenge of balancing agency autonomy and political control’, 
 Governance: An International Journal of Policy, Administration and 
Institutions  20 (2001), 499–520; S. Krapohl, ‘Thalidomide, BSE and the 
single market: an historical-institutionalist approach to regulatory regimes 
in the European Union’,  European Journal of Political Research  46 
( 2007 ), 25–46.  

  12     See, for example, S. Krapohl, ‘Credible commitment in non-independent 
regulatory agencies: a comparative analysis of the European agencies for 
pharmaceuticals and foodstuffs’,  European Law Journal  10 ( 2004 ), 518–38.  

  13     See, for example, G. Majone, ‘Delegation of regulatory powers in a mixed 
polity’,  European Law Journal  8 ( 2002 ), 319–39.  

  14     G. Majone, ‘The agency model: the growth of regulation and regulatory 
institutions in the European Union’,  European Institute of Public 
Administration  ( EIPAScope)  3 ( 1997 ), 1–6.  

  15     R. Dehousse, ‘Regulation by networks in the European Community: the role 
of European agencies’,  Journal of European Public Policy  4 ( 1997 ), 246–61.  
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 While not having a single designation (e.g., ‘agency’, ‘offi ce’, ‘centre’, 
‘authority’ or ‘foundation’), the European agencies can at their simplest 
be defi ned as bodies that, in addition to the European institutions, oper-
ate within the EC or EU realm in order to fulfi l specifi c tasks, and which 
have an independent administrative structure.  16   Other characteristics 
depend on the type of body and policy domain. They are often based on 
existing (scientifi c) committees and, in some cases, have been designed 
to replace this comitology structure. The agencies generally support the 
Community institutions and national authorities in identifying, pre-
paring and evaluating specifi c policy measures and guidelines. Only a 
handful have been given any concrete decision-making powers,  17   how-
ever, and, particularly for legal and political science analysts, even these 
do not amount to independent regulatory agencies in the traditional 
sense. Numerous typologies of agencies have been attempted  18   – and the 
Commission has often changed its own categories – but a simple classi-
fi cation of the agencies can be based on the following factors: the pillars 
of the EU; the legal basis for establishing the agency; their  organizational 
structure; and the functions and nature of the agencies’ powers. 

   B.     Classifi cation according to function 

 European agencies are thus situated across policy domains and, at the 
time of writing, there are currently twenty-eight spanning the three pil-
lars of the EU (including one undergoing fi nal preparations). There are 
 twenty-two agencies in the fi rst pillar (European Communities) – includ-
ing the EMEA and EFSA – three within the second pillar (Common 
Foreign and Security Policy), and three set up under the third pillar 
(Police and Judicial Cooperation in Criminal Matters). A listing of all 
the European agencies within the three pillars, and a brief outline of 
their purpose, can be found in  Table 3.1 . Listing these agencies helps 
to convey a sense of the scope of agency work in the EU, not to men-
tion their proliferation since early 2000. Furthermore, it is clear that 

  16     European Commission, ‘Operating framework for the European agencies’, 
COM (2002) 718 fi nal, 11 December 2002.  

  17     That the agencies can be granted strictly circumscribed executive powers 
subject to Commission-imposed constraints is a result of the ‘Meroni 
doctrine’ based on the ECJ’s ruling in Case 9/56,  Meroni  v.  High Authority  
[1958] ECR 133.  

  18     See, for instance, Geradin and Petit, ‘The development of agencies’, 
above n.2.  
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many of these will, even if indirectly, have an impact on health matters 
within the EU frame, as well as on the Member States’ health care sys-
tems and policy-making priorities. The (growing) number of the agen-
cies also suggests their acceptance among the Member States within the 
context of less top-down and more NMG-oriented approaches at EU 
level. Agencies are regarded as softer modes of regulatory governance 
than the use of hard law, and their envisaged independence fosters a 
sense of credibility                                                                                                                    .

   Towards externalizing management tasks, there is a fourth category of 
agency outside the pillars.  19   Governed by a separate legal framework,  20   
‘executive agencies’ are established to execute certain tasks relating to 
the management of one or more Community programmes. They are 
established for a fi xed period and are located within the Commission, 
either in Brussels or Luxembourg. There are currently six such 
offi ces: the Education, Audiovisual and Culture Executive Agency; the 
European Research Council Executive Agency; the Executive Agency 
for Competitiveness and Innovation; The Research Executive Agency; 
the Trans-European Transport Network Executive Agency; and the 
Executive Agency for Health and Consumers (EAHC). The latter was set 
up in 2005 under the auspices of the Commission’s  Directorate-General 
for Health and Consumer Protection (DG SANCO) to manage the 
EU’s multi-annual public health programmes (1 January 2003 to 31 
December 2007  21   and 1 January 2008 to 31 December 2013), and its 
mandate expires in December 2015.  22   As an executive rather than a 
regulatory agency, a detailed discussion of the EAHC falls outside the 
scope of this chapter. 

  19     Since 2009, there is an additional separate category of two agencies relating 
to the European Atomic Energy Community Treaty (EURATOM).  

  20     Council Regulation 58/2003/EC laying down the statute for executive 
agencies to be entrusted with certain tasks in the management of Community 
programmes, OJ 2003 No. L11/1.  

  21     European Parliament and Council Decision 1786/2002/EC adopting a 
programme of Community action in the fi eld of public health (2003–
2008), OJ 2002 No. L271/1. European Parliament and Council Decision 
establishing a second programme of Community action in the fi eld of 
health (2008–2013), OJ 2007 No. L301/3. The programmes focus on 
health information, health threats and health determinants. The agency was 
initially called the Public Health Executive Agency.   

  22     Commission Decision 2008/544/EC amending Decision 2004/858/EC in 
order to transform the Executive Agency for the Public Health Programme 
into the Executive Agency for Health and Consumers, OJ 2008 No. L173/27, 
Article 1 (2).  
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 For the purpose of this chapter, we regard regulatory agencies as 
broader than in the American sense, and consider them to be inde-
pendent legal entities created by secondary legislation in order to help 
regulate a particular sector at the European level, and to help imple-
ment a particular Community policy regime. These agencies thus play 
an active role in exercising executive powers at the EU level. We thus 
closely link to the usage that is common in the ‘Brussels circuit’.  50   A 
regulatory agency in the EU context has the following characteris-
tics: it is created by a (European Parliament and) Council act; it has 
its own domestic legal personality; it comprises autonomous manage-
ment bodies; it exercises fi nancial independence; and it operates to a 
set of well-defi ned missions and tasks.  51   

 Most of the agencies are mandated to collect and disseminate infor-
mation and otherwise have merely advisory powers. This is also true of 
the health-oriented agencies: the European Drugs and Drug Addiction 
Monitoring Centre, which has the provision and supervision of infor-
mation, along with creating and coordinating relevant networks, as 
its main tasks; the European Medicines Agency, which issues expert 
opinions on the market access of new drugs in the EU and monitors 
their post-approval safety; and the European Food Safety Authority, 
which is mandated to collate data and information and to provide 
well-informed, independent scientifi c opinions on food safety issues. 
Indeed, the EMEA and EFSA, which are otherwise regarded as strong 
agencies because of their risk analysis and recommendation-issuing 

  50     See European Commission, ‘Draft interinstitutional agreement on the 
operating framework for the European regulatory agencies’, COM (2005) 59 
fi nal, 25 February 2005, p. 5; European Commission, ‘European agencies – 
the way forward’, COM (2008) 135 fi nal; and SEC (2008) 323, 11 March 
2008.  

  51     A conceptualization proposal was tabled by the Commission’s Legal 
Service, SEC (2001) 340, cited in A. Quero, ‘Report by the working group 
3a. Establishing a framework for decisionmaking regulatory agencies’, 
SG/8597/01EN, Preparation of the White Paper on Governance Work – 
Improving the Exercise of Executive Responsibilities, June 2001. The EU’s 
web site has a dedicated ‘Agencies of the EU’ page ( http://europa.eu/agencies/
index_En.htm ), which defi nes a Community agency as ‘a body governed 
by European public law; it is distinct from the Community Institutions 
(Council, Parliament, Commission, etc.) and has its own legal personality. 
It is set up by an act of secondary legislation in order to accomplish a very 
specifi c technical, scientifi c or managerial task, in the framework of the 
European Union’s “fi rst pillar”.’  
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roles in sensitive and often highly technical policy domains (versus the 
more information gathering and dissemination roles of other agen-
cies) – not to mention their underlying aim to protect the public from 
harm – do not take legally binding decisions. Both provide scientifi c 
advice to the Commission on the basis of which it then adopts and 
delivers a decision. 

 It is a function of the Commission’s lack of technical and special-
ized expertise, as well as its inability to keep pace across a multitude 
of policy areas, that EU regulatory agencies are being developed in 
such numbers. Given public interest concerns, and the often scientifi c 
nature of policies involving health considerations, it is perhaps unsur-
prising that European agencies exist in the medicines and foodstuffs 
domains. On the other hand, with health policy a comparatively weak 
area of Community competence, and one that the Member States are 
especially sensitive about, perhaps it is a surprise that the EU has been 
able to set up agencies for medicine control and food safety. In order 
to help us understand why the two agencies were created and what 
they mean for health protection and national health systems in gen-
eral, a brief overview of the ‘Europeanization’ of health protection is 
provided in the next section. 

    3.     Europeanization of health protection and the 
emergence of ‘health agencies’ 

 Social concerns – and health-specifi c issues in particular – were not 
among the initial designs in respect of the original 1951 Treaty of 
Paris.  52   But, in establishing the European Atomic Energy Community, 
the 1957 Treaty of Rome included a specifi c chapter on health and 
safety at work. This, in turn, led to initial European worker safety 
standards for protection against ionizing radiation and was subse-
quently extended to the wider population. The Treaty also established 
the European Economic Community, which aimed to promote eco-
nomic growth, develop closer ties and raise living standards among 
the signatory countries. It was recognized that the Community’s com-
mon economic interests would be served by improved social interests 

  52     Article 55 of the 1951 Treaty of Paris made allowances for Member States’ 
research and cooperation over the health and safety of workers in the coal 
and steel industries.  
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as well. This unintentional – or at least unspecifi ed – spread of 
Community competence from one policy domain to another (in this 
case, from economic to social affairs), primarily via the need to serve 
the requirements of the internal market, has been dubbed ‘spillover’ 
in the European political science literature. 

  Chapter 5  of this volume considers the history and scope of EU public 
health competences in detail. But it is worth highlighting here several 
important developments that contributed to the thinking on, and even-
tual emergence of, health protection as an area for agency authority. 

  A.     Health protection and the treaties 

 The 1986 Single European Act (SEA) set out progress towards a 
 ‘single European market’ by 1992 as an institutional corollary of the 
Commission’s 1985 programme on a new approach to technical har-
monization and standards, which in essence announced a de-regula-
tory operation.  53   Spillover meant that health matters would now be 
pursued within this broader and primarily economic, market-serving 
context, despite it already being accepted that a single market would 
directly impact on a range of health (care) issues.  54   Even if it was not 
as explicit as some might have hoped,  55   the SEA thus established the 
legal basis for the single market to take consumer health protection 
requirements into consideration. 

 The 1992 Maastricht Treaty then sought to formally entrench 
public health protection as a constituent element in all areas of 
Community policy under a new Article 129.  56   The Treaty also 

  53     European Commission, ‘Technical harmonisation and standards, a new 
approach’, COM (85) 19 fi nal, 31 January 1985; European Commission, 
‘Completion of the internal market’, White Paper, COM (85) 310 fi nal, 14 
June 1986.  

  54     See M. Cadreau, ‘An economic analysis of the impacts of the health 
systems of the European single market’, in J. Kyriopoulos, A. Sissouras 
and J. Philalithes (eds.),  Health systems and the challenge of Europe after 
1992  (Athens: Lambrakis Press,  1991 ); C. Altenstetter, ‘Health care in the 
European Community’, in G. Hermans, A. F. Casparie and J. H. Paelinck 
(eds.),  Health care in Europe after 1992  (Leiden: Dartmouth,  1992 ).  

  55     See, for instance, G. Robertson, ‘A social Europe: progress through 
partnership’,  European Business Journal  4 ( 1992 ), 10–6; P. Curwen, ‘Social 
policy in the European Community in light of the Maastricht Treaty’, 
 European Business Journal  4 ( 1992 ), 17–26.  

  56     The rhetoric proved stronger than the implementation, and Article 129 EC 
was criticized for being a simple statement of an objective, and one that was 
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introduced Article 3(b), the subsidiarity provision, whereby policy 
decisions were to be taken at the level most appropriate to their 
implementation. The aim was to ensure a transparent legislative 
process, which ensured that not all policy would be set in Brussels, 
but it in essence meant a Treaty-based veto on Commission involve-
ment in those affairs over which the Member States wished to retain 
autonomy. Yet, while health is generally considered to be such an 
area, and health care and health services (provision, fi nancing, 
organization) particularly so, subsidiarity has not in fact impeded 
the Commission from gradually acquiring a greater health protec-
tion role than envisaged. Viewed from a broad perspective, there-
fore, the Community has actually developed itself into a ‘leader’ 
with regard to ensuring product safety (especially in medicines and 
foodstuffs), albeit mainly driven by its internal market aspirations. 

 The revision of Article 129, which was replaced by Article 152 in the 
1997 Treaty of Amsterdam, meant that a high level of human health 
protection was now to be ensured in the defi nition and implementation 
of all Community policies and activities. As this was defi ned primar-
ily in terms of ‘the fi ght against the major health scourges’ (and in the 
immediate aftermath of the BSE crisis), it was, however, seen as a missed 
opportunity to consolidate public health within the Community’s 
competences. 

 Further Europeanization has come in large part via rulings of the 
European Court of Justice (ECJ), and specifi cally in relation to free 
movement issues.  57   We see this not only in respect of free movement of 
persons, such as patient mobility, health insurance and the reimburse-
ment of medical costs, but also in respect of free movement of goods, 
such as product safety. By allowing Member States to create or main-
tain barriers to trade that were justifi ed to protect public health, the 
Court forced the Community institutions to undertake Community 
action on these issues to remove trade barriers. While it is clear, there-
fore, that the EU’s shift into the health domain was largely driven by 
the development of economic interests, spillover cannot on its own 

ill-defi ned in practical terms, as no details or measures on how to achieve it 
were set out.  

  57     See, for instance, E. Mossialos and M. McKee, ‘Is a European health care 
policy emerging?’,  British Medical Journal  323 ( 2001 ), 248; M. McKee and 
E. Mossialos, ‘Health policy and European law: closing the gaps’,  Public 
Health  120 ( 2006 ), Supp: 16–20; T. Hervey, ‘EU law and national health 
policies: problem or opportunity?’,  Health Economics, Policy and Law  2 
( 2007 ), 1–6, who also question the direction EU of health care competences.  
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explain the Community’s – in particular, the Commission’s – involve-
ment in medicines and food safety and the creation of the EMEA 
and EFSA.  58   For that, we observe that both agencies can trace their 
origins to a crisis in the respective policy domain. 

   B.     The ‘European’ dimension to health protection in 
pharmaceuticals and foodstuffs 

 The thalidomide tragedy of the 1950s was the sharpest possible 
wake-up call regarding the need to regulate medicines. In Europe, 
this was heightened given the transnational dimension of an emer-
ging free market. The result was the establishment of strict regulatory 
measures and regimes at the national and Community levels, both 
with regard to the grounds for granting a medicine market access 
and for post-approval follow-up. It was a similar situation for food-
stuffs. Despite a host of food scares during the 1980s and 1990s (e.g., 
e-coli, salmonella, dioxins), it was not until the BSE crisis in 1996 
that the Commission recognized the need for an integrated and sys-
tematic approach to regulating foodstuffs and food safety within the 
EU, ultimately leading to the creation of EFSA. That said, food issues 
have been on the EU agenda since the 1960s in respect of cross-border 
agricultural trade and a ‘European trading environment that fostered 
transnational society in the production, distribution and consumption 
of food’.  59   Without detailing the histories of European medicines and 
foodstuffs/food safety regulation, a few milestones are noteworthy 
in respect of our interest in the EU’s risk analysis role and eventual 
 establishment of the EMEA and EFSA.  60   

  58     For a discussion on the merits and failings of a neo-functionalist explanation 
of how health became an area of Community competence, see E. Mossialos 
and G. Permanand, ‘Public health in the European Union: making it 
relevant’, London School of Economics (LSE) Health Discussion Paper 17 
(2000).  

  59     E. Randall, ‘Not that soft or informal: a response to Eberlein and Grande’s 
account of regulatory governance in the EU with special reference to the 
European Food Safety Authority (EFSA)’,  Journal of European Public Policy  
13 ( 2006 ), 402–19.  

  60     For detailed reviews of these histories see, respectively, G. Permanand, 
 EU pharmaceutical regulation: the politics of policy-making  
(Manchester: Manchester University Press,  2006 ); and E. Vos and F. 
Wendler, ‘Food safety regulation at the EU level’, in E. Vos and F. Wendler 
(eds.),  Food safety regulation in Europe  (Antwerp: Intersentia,  2006 ).  
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 For the pharmaceutical sector, the fi rst milestone came in the 
 aftermath of the thalidomide tragedy, when, in keeping with the pro-
liferation of national medicine laws and regulations, the European 
Economic Community instituted its own legislation in 1965.  61   The fi rst 
piece of Community legislation in the pharmaceuticals fi eld, Directive 
65/65/EEC, defi ned a medicinal product within the European market 
context and stipulated rules regarding the development and manufac-
ture of medicines in the Community, along with initial guidelines for 
post-market monitoring. Importantly, it established safety, effi cacy 
and therapeutic benefi t as the sole grounds for marketing approval. 
These criteria form the basis of the EMEA’s mandate today. 

 A second milestone was the 1975 establishment of a ‘mutual rec-
ognition’ procedure  62   and the Committee for Proprietary Medicinal 
Products (CPMP).  63   With the Commission’s attention on removing 
trade barriers between Member States, the aim was to speed up mar-
keting applications for new medicines and to alleviate the burden of 
applications being made separately to each national authority. The 
Committee was to act as the single authorization and arbitration body 
for the Community market. The mutual recognition idea was per-
haps good in theory but not in practice. The Member States remained 
unmoved by the procedure and turned to the public health  exception in 
the free movement rules (formerly Article 36 EC, now Article 30 EC) to 
object to medicines being made available in their markets without their 
own assessment. In an effort to address such failings, the Commission 
introduced the ‘multistate’ procedure in 1983.  64   This saw the minimum 
number of countries to which authorization could be extended drop 
from fi ve to two. While the number of applications submitted via the 

  61     Council Directive 65/65/EEC on the approximation of provisions laid down 
by law, regulation or administrative action relating to proprietary medicinal 
products, OJ 1965 No. L22/369.  

  62     Council Directive 75/318/EEC on the approximation of the laws of Member 
States relating to analytical, pharmacotoxicological and clinical standards 
and protocols in respect of the testing of medicinal products, OJ 1975 No. 
L147/1.  

  63     Second Council Directive 75/319/EEC on the approximation of provisions 
laid down by law, regulation or administrative action relating to medicinal 
products, OJ 1975 No. L147/13.  

  64     Council Directive 83/570/EEC amending Directives 65/65/EEC, 75/318/
EEC and 75/319/EEC on the approximation of provisions laid down by 
law, regulation or administrative action relating to proprietary medicinal 
products, OJ 1983 No. L332/1.  
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new procedure was higher than for mutual recognition, it proved cum-
bersome and was not favoured by the industry. Companies preferred 
the national route as being easier to negotiate and often for reasons 
related to the marketing and pricing of their medicines. 

 The 1986 SEA and the vision of a single market by 1992 is a third 
milestone. For, as part of this direction, the Commission introduced the 
‘concertation’ procedure in 1987.  65   This applied only to biotechnolog-
ically-developed and other high technology products, but again with a 
view to speeding up the authorization process. Additionally, the so-called 
‘Transparency Directive’, which obliged the Member States to adopt 
verifi able criteria vis-à-vis their pricing of medicines and their inclu-
sion in national health insurance systems, was agreed in 1989.  66   Further 
legislation pertaining to,  inter alia,  good manufacturing practice, label-
ling, patent protection, advertising and sales promotion, and wholesale 
distribution  67   all followed within this free movement context. 

 In 1993 came the fourth milestone, with legislation creating the 
European Agency for the Evaluation of Medicinal Products (now 
the European Medicines Agency). Opened in 1995, and subsuming 
the CPMP, the EMEA was to provide scientifi c advice on all appli-
cations for marketing authorization within the Community, and 

  65     Council Directive 87/22/EEC on the approximation of national measures 
relating to the placing on the market of high-technology medicinal products, 
particularly those derived from biotechnology, OJ 1987 No. L15/38.  

  66     Council Directive 89/105/EEC of 21 December 1988 relating to the 
transparency of measures regulating the pricing of medicinal products for 
human use and their inclusion within the scope of national health insurance 
systems, OJ 1989 No. L40/8.  

  67     Commission Directive 91/356/EEC laying down the principles and guidelines 
of good manufacturing practice for medicinal products for human use, 
OJ 1991 No. L193/30; Council Directive 92/27/EEC on the labelling of 
medicinal products for human use and on package leafl ets, OJ 1992 No. 
L113/8; Council Regulation 1768/92/EEC concerning the creation of a 
supplementary protection certifi cate for medicinal products, OJ 1992 No. 
L182/1; Council Directive 92/26/EEC concerning the classifi cation for the 
supply of medicinal products for human use, OJ 1992 No. L113/5; Council 
Directive 92/25/EEC on the wholesale distribution of medicinal products 
for human use, OJ 1992 No. L113/1. See, further, L. Hancher,  Regulating 
for competition. government, law, and the pharmaceutical industry in the 
United Kingdom and France  (Oxford: Clarendon Press,  1990 ); L. Hancher, 
‘The European pharmaceutical market: problems of partial harmonisation’, 
 European Law Review  15 ( 1990 ), 9–33; and L. Hancher, ‘Creating the 
internal market for pharmaceutical medicines – an Echternach jumping 
procession?’,  Common Market Law Review  28 ( 1991 ), 821–53.  
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was  empowered with a new centralized procedure  68   under which 
all  applications were made directly to the agency, but with the 
Commission still adopting the fi nal and binding decision. Importantly, 
the new regime was not intended to affect the powers of the Member 
States to set the prices of medicines or to include them in the scope 
of national health systems or social security schemes.  69   This remains 
the case today. The EMEA is nonetheless regarded as a success in 
having minimized the  administrative burden of new applications and 
expedited the authorization of new medicines in the EU, even if it 
is not clear that this has translated into quicker access for patients. 
Revised legislation strengthening the operations of the agency, which 
came into force in 2005,  70   has since sought to build on this success. 

 In the food sector too, we can discern several milestones in the 
Europeanization process. Until the 1986 BSE crisis, the Commission 
had used its comitology structure to reconcile tensions between food 
safety issues and sensitivities at the national level, and free trade and 
market harmonization goals at the European level. Rules and policies 
were created on a piecemeal basis, and sometimes via jurisprudence 
through the ECJ. From 1974, the Commission had a risk assessment 
body to which it could turn for advice on public health concerns in the 
area of food consumption: the Scientifi c Committee for Food (SCF).  71   
More importantly than the Commission simply having a consultative 
body is that the SCF was able to raise issues with the Commission 
on its own accord. In matters of risk management, the Commission 
had already created the Standing Committee on Foodstuffs (StCF) in 
1969, and it considered all foodstuffs-related questions that fell within 
the Commission’s competences. Not only could the StCF raise issues 
itself, but the Member States could themselves seek advice from the 
Committee directly. To deal specifi cally with crises, the Commission 
established a rapid-response unit within the Directorate-General for 
Agriculture and Rural Development (DG Agriculture) in 1984. 

  68     Council Directive 93/39/EEC amending Directives 65/65/EEC, 75/318/EEC 
and 75/319/EEC in respect of medicinal products, OJ 1993 No. L214/22.  

  69     Article 1, European Parliament and Council Regulation 726/2004/EC 
laying down Community procedures for the authorization and supervision 
of medicinal products for human and veterinary use and establishing a 
European Medicines Agency, OJ 2004 No. L136/1.  

  70      Ibid .  
  71     The Scientifi c Veterinary Committee (SVC) was also established.  
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 The Commission and the Member States were satisfi ed with this 
committee arrangement until the BSE crisis exposed its failings. BSE 
was not simply an ‘accident’, but rather the consequence of inten-
sive farming practices exacerbated by poor institutional management 
and regulation. Given that StCF discussions had perhaps become 
more collegial than rigorous,  72   and British interests – which had 
dominated the relevant scientifi c committee, the Scientifi c Veterinary 
Committee – had downplayed the risks of BSE for humans,  73   the need 
for a structured and systematic approach was a recommendation of 
the European Parliament’s 1997 Medina Ortega report into the hand-
ling of the crisis.  74   The scientifi c committees were thus combined and 
absorbed within the Consumer Affairs Directorate-General of the 
Commission (now the Directorate General for Health and Consumers, 
DG SANCO). At the same time, the Food and Veterinary Offi ce (FVO) 
was set up as part of DG SANCO, though located in Ireland, and a 
broader intersectoral and intrasectoral integration of food safety pol-
icy resulted.  75   As the Medina Ortega report had concluded that public 
health interests had been subverted in favour of producer and eco-
nomic interests, public health protection in respect of foodstuffs was 
now high on the Commission agenda and on its way to becoming a 
European, rather than Member State, matter.  76   

 In the following years, a recipe for a new Community approach was 
designed.  77   The so-called ‘from farm to fork’ precept (i.e., introducing 

  72     Vos and Wendler,  Food safety regulation , above n.60.  
  73     Krapohl, ‘Thalidomide, BSE and the single market’, above n.12.  
  74     European Parliament, ‘Report on the alleged contraventions or 

maladministration in the implementation of Community law in relation to 
BSE, without prejudice to the jurisdiction of the Community and the national 
courts’, A4–0020/97/a, PE 220.544/Fin/A, 7 February 1997.  

  75     T. Ugland and F. Veggeland, ‘Experiments in food safety policy integration in 
the European Union’,  Journal of Common Market Studies  44 ( 2006 ), 607–24.  

  76     The BSE crisis is also seen as having promoted European health ministers 
into a ‘knee jerk’ political revision of (old) Article 129 EC, resulting in the 
somewhat rushed (current) Article 152 EC. Health ministers were under 
pressure to show not only how such a crisis could be prevented in the long 
term, but also how it would be addressed in the short term. See, for instance, 
H. Stein, ‘The Treaty of Amsterdam and Article 129: a second chance for 
public health in Europe?’,  Eurohealth  3 ( 1997 ), 4–8.  

  77     European Commission, ‘General principles of food law in the European 
Union’, Green Paper, COM (97) 176 fi nal, 30 April 1997; European 
Commission, ‘Food safety’, White Paper, COM (99) 719 fi nal, 12 January 
2000.  
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traceability) became a key plank in the efforts to re-establish  consumer 
confi dence. In turn, it resulted in 2002 in the adoption of the ‘General 
Food Law’.  78   This sought to address safety concerns in tandem with 
internal market requirements, and with risk analysis at its heart – thus 
going beyond public health protection to covering wider consumer issues 
as well (e.g., labelling). Procedures and standards for ensuring safe foods 
within the EU were also set down. These paved the way for the eventual 
creation of EFSA as a centralized body, and one which would work in a 
transparent and accountable fashion towards rebuilding confi dence and 
protecting public health. This, at least, is the view of those involved, for 
not all commentators would agree. Giandomenico Majone, who has long 
championed the regulatory agency model at EU level, said of the White 
Paper on food safety’s vision for a food agency: ‘once more bureaucratic 
inertia and vested interests, at national and European levels, have pre-
vented the emergence of much needed institutional innovation’.  79   Others 
have simply summed up the creation of EFSA as a ‘political, rather than 
science-based solution’,  80   since the fi nal agency model did not include 
any regulatory powers (only risk assessment and risk communication), 
and would not therefore help in streamlining approvals and market 
authorization as many industry leaders and policy-makers had hoped. 

   C.     Balancing single market priorities 

 Despite the attention paid to health protection, it remains clear that the 
role of the single market in both domains should not be understated. 
In pharmaceuticals, the Commission, since its fi rst piece of legisla-
tion in 1965, has sought to achieve some harmonization of Member 
State markets, and there is now a raft of legislation.  81   Nevertheless, 
the Member States have consistently blocked Commission initiatives 

  78     European Parliament and Council Regulation 178/2002/EC laying down 
the principles and requirements of food law, establishing the European Food 
Safety Authority and laying down procedures in matters of food safety, OJ 
2002 No. L31/1.  

  79     G. Majone, ‘The politics of regulation and European regulatory institutions’, 
in J. Hayward and A. Menon (eds.),  Governing Europe  (Oxford: Oxford 
University Press,  2003 ).  

  80     L. Buoninno, S. Zablotney and R. Keefer, ‘Politics versus science in 
the making of a new regulatory regime for food in Europe’,  European 
Integration Online Papers  5 ( 2001 ), 1.  

  81     For a full listing, see EudraLex Volume 1,  http://ec.europa.eu/enterprise/
pharmaceuticals/eudralex/homev1.htm .  
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towards market integration, often turning to the subsidiarity principle. 
We see this primarily in respect of pricing and reimbursement, where, 
after accepting the impossibility of top-down harmonization, the 
Commission has sought greater alignment of Member State policies. 
The Commission’s view is that a more harmonized market is in the 
interests of both consumers and producers (not to mention Member 
States and the EU as well). But the prospect of harmonized prices and 
loss of Member State autonomy in respect of health care spending 
under a single market remain taboo to many national policy-makers. 
Yet, we have the EMEA, which, in issuing recommendations on mar-
keting authorizations, is not only one of the EU’s most powerful agen-
cies, but has a direct impact on national health care decisions. 

 A similar situation exists for foodstuffs. Although the market is per-
haps more harmonized than for medicines, it still does not represent 
a single market per se. And, while the health complexities of pharma-
ceutical regulation were recognized from the outset, for foodstuffs this 
recognition became clearer only as more legislation was introduced. 
This includes both horizontal and vertical legislation, such as that 
relating to additives or food agents, or specifi c food categories such 
as chocolate and honey. As with medicines, the number of individual 
legislative instruments for foodstuffs is considerable. However, unlike 
for drugs, where internal market imperatives followed the need to 
regulate on health grounds, initial foodstuffs regulation was concerned 
with overcoming barriers to trade and promoting the free movement 
of products, with the health protection element developing later in the 
wake of a number of food scares. It is something of an irony that, at 
the time EU pharmaceutical regulation was being consolidated, EU 
foodstuffs regulation was subject to a complete re-assessment. 

 Their respective health protection impetuses notwithstanding, the 
Commission clearly views EFSA and the EMEA as instruments of the 
internal market. The Commission has often regarded national food 
safety provisions as barriers to trade, and has seen various harmon-
ization initiatives be rejected by Member States. We see this even in 
respect of the BSE crisis, which revealed that some Member States 
may have been taking advantage of the EU’s pre-existing adminis-
trative (cum regulatory) structure to forward their own interests.  82   

  82     See G. Majone, ‘The credibility crisis of Community regulation’,  Journal of 
Common Market Studies  38 ( 2000 ), 273–302.  
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Additionally, a number of Member States that had opposed earlier 
Commission efforts to promote harmonization within the sector sim-
ply banned British beef outright.  83   The same applies for pharmaceu-
ticals pre-EMEA. The Member States did not otherwise accept the 
mutual recognition concept in practice, and generally cited public 
health concerns as grounds for not accepting other countries’ medi-
cines in their own markets. That this was actually in order to protect 
domestic industry or to discriminate against the reimbursement of 
imported products is generally acknowledged. So, although each has 
a health crisis as its spur, the end result for both agencies is that their 
mandates cover not just health protection via the application of strict 
regulatory criteria in accordance with scientifi c expertise, but also 
ensuring that the free movement of products in their respective sec-
tors is enabled to the highest degree possible. 

    4.     Health (care), the European Medicines Agency and the 
European Food Safety Authority 

 Comparing the regulation of medicines and foodstuffs in the EU neces-
sarily highlights some differences, but there are certain similarities to 
consider in view of the aims and functions of EMEA and EFSA. 

 In both arenas, not only must the products be accessible and safe 
to consume, but consumers can expect to be informed where this is 
not the case and protected when it is. This implies a commitment to 
risk analysis, comprising the distinct elements of risk assessment, risk 
communication and risk management (see  Figure 3.1 ). There are also 
informational asymmetries that characterize both sectors, and that 
regulators can help to mitigate through improved communication and 
greater operational transparency. At the EU level, regulation is also con-
cerned with standard policies and guidelines within the single market.   

A background point to be borne in mind is that one of the main 
differences between the two sectors lies in the timing of regulatory 
intervention. For medicines, notwithstanding that most national agen-
cies have a role in pharmacovigilance, the emphasis is on pre-market 
regulation. Since Directive 65/65/EEC, quality, safety and effi cacy are 

  83     When it became clear just how considerable the spread (and threat) of 
BSE was – not to mention the lack of accountability that was revealed – a 
consensus emerged that common European policies were in the Member 
States’ interest, in turn contributing to consensus over the formation of EFSA.  
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the sole approval criteria for new medicines, with the assessment of 
applications representing the main element of the EMEA’s work. For 
foodstuffs, the considerable fragmentation of the market precludes 
much ex ante testing and the focus is thus post-market. While pharma-
ceutical regulation has involved public authorities, foodstuffs have 
generally relied on self-regulation by producers and retailers; govern-
ments are usually involved in setting content requirements, limits and 
labelling laws. As the growing number of national food safety agencies 
in Europe shows, this is changing – in part because of food scares, 
but also because of increasing levels of production, high technology 
approaches to farming, the considerable use of additives and chemi-
cals in food, along with the potential opportunities and threats raised 
by globalization. We thus see an increasing trend towards pre-market 
control and the setting into place of authorization procedures. 

  A.     Core functions and the politics of scientifi c advice 

 The EMEA began operations in 1995, replacing the Community’s earl-
ier approval mechanisms. The crux of its role lies in assessing market-
ing authorization applications for new medicinal products via either 
a centralized or decentralized procedure. The former represents the 
mandatory application route for certain products  84   and involves the 

  84     Centralized approval is required for biotechnology-derived products, orphan 
drugs, products containing a new active substance not previously authorized 

  Figure 3.1        Risk analysis  
 Source:    www.who.int/foodsafety/micro/riskanalysis/en/   
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relevant committee delivering an opinion. There is a Committee for 
Medicinal Products for Human Use (CHMP), a Committee for Orphan 
Medicinal Products (COMP), a Committee on Herbal Medicinal 
Products (HMPC) and, since 2007, a Paediatric Committee (PDCO). 
Following a committee opinion, the Commission then issues a formal 
EU-wide decision (the Standing Committee on Medicinal Products for 
Human Use has an important say on behalf of the Member States). 
Applications are subject to two assessments undertaken by Member 
State medicines agencies acting as rapporteurs. The latter, essentially 
a mutual recognition procedure, involves one Member State granting 
a product a licence, after which multiple national authorizations can 
be issued without the need for separate applications. This is the pro-
cess for conventional products and allows Member States to register a 
formal objection.  85   Should a manufacturer seek to launch a product in 
only one Member State, the application is simply made to the national 
agency concerned (the relevant EMEA committee is called upon only 
if adjudication becomes necessary). 

 Among other tasks, the EMEA provides scientifi c advice and 
incentives to help stimulate the development of new medicines, and 
works towards developing best practice for medicines evaluation 
and supervision in Europe. Pharmacovigilance is part of the agen-
cy’s mandate and, since 2005, it has maintained the public access 
‘Eudravigilance’ database, which is a network and management sys-
tem for reporting and evaluating suspected adverse reactions during 
the development and post-approval phases of medicines (it also oper-
ates a  Europe-wide clinical trials database). The agency has a role 
in  undertaking  inspections, either through its own capacity or by 
coordinating Member State activities in this direction. With national 
medicines agencies directly involved in the EMEA regime – the above-

in the EU, and medicines for the treatment of HIV/AIDS, cancer, diabetes or 
neurodegenerative disorders. By 2009, this will be extended to antiretrovirals 
and medicines designed to treat autoimmune and other immunological 
diseases. It is voluntary for other ‘innovative’ products. The defi nition of 
‘innovative’ is not clear, but will cover drugs ‘of major interest from the point 
of view of public health and in particular from the point of view of therapeutic 
innovation’. See Article 14(9), European Parliament and Council Regulation 
726/2004/EC laying down Community procedures for the authorisation 
and supervision of medicinal products for human and veterinary use and 
establishing a European Medicines Agency, OJ 2004 No. L136/1.  

  85     Member States may object and appeal on public health grounds, and the 
EMEA has a protocol in place to consider such instances.  
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mentioned ‘hub and spoke’ model – the regulation of medicines thus 
remains a joint EU–Member State competence. 

 EFSA opened its doors in 2002 and, similarly to the EMEA, was 
designed to integrate and replace the Community’s existing regulatory 
functions, which had failed over the BSE crisis. It may therefore be 
argued that it was a political rather than health crisis that led to the 
creation of EFSA,  86   but we may also differentiate the initial health crisis 
from the subsequent political scandal. EFSA’s primary tasks are four-
fold: the provision of scientifi c advice and information, including issu-
ing expert opinions and carrying out safety or risk assessments, along 
with technical support to the Community in respect of policy and legis-
lation; collating and analysing information and data towards risk char-
acterization and monitoring; to promote and facilitate the development 
of shared risk assessment approaches in the EU; and communicating 
risks in respect of the various elements of its mandate. The communi-
cation element of EFSA’s role is paramount given the agency’s origins in 
the BSE crisis and the need to engender confi dence among consumers. 
EFSA is thus mandated to communicate directly to the public. 

 Comparable to the EMEA’s committees, EFSA has a series of area-
specifi c scientifi c panels that undertake the risk assessments behind 
its opinions.  87   These opinions are forwarded to the Commission, 
which adopts a decision after receiving a favourable opinion from 
the Standing Committee on the Food Chain and Animal Health, 
composed of Member States representatives.  88   A further similarity 
is that EFSA does not supplant national agencies, although it does 
engage with them more directly than the EMEA. Both the EMEA and 
EFSA rely on national agencies for the scientifi c work behind their 

  86     C. Clergeau, ‘European food safety policies: between a single market and 
a political crisis’, in M. Steffen (ed.),  Health governance in Europe: issues, 
challenges and theories  (London: Routledge,  2005 ).  

  87     There are nine scientifi c panels: (a) additives, fl avourings, processing aids and 
materials in contact with food; (b) animal health and welfare; (c) biological 
hazards; (d) contaminants in the food chain; (e) additives and products used 
in animal feed; (f) genetically modifi ed organisms; (g) dietetic products, 
nutrition and allergies; (h) plant protection products or substances and 
their residues; and (i) plant health. At the time of writing, preparations are 
underway to split the fi rst panel into two separate units.  

  88     Should an unfavourable opinion be delivered, or in the absence of an 
opinion, the Commission’s draft decision is sent to the Council, which may 
adopt a decision.  
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evaluations. EFSA’s role here has been seen as that of  primus inter 
pares , as it coordinates national agencies’ efforts, often in specifi c 
areas.  89   However, in view of its dependence on the national agencies 
as built into its organizational structure through its Advisory Forum, 
and partly due to a lack of resources, the importance of the Member 
States’ agencies for EFSA’s scientifi c work is likely to increase. It is 
important to note that, given its strong communication focus, just 
like the EMEA, EFSA does not assume responsibility for Community 
or Member State food safety legislation. Moreover, it is not in charge 
of labelling, inspections or other food safety controls. Risk assess-
ment and communication are the core of EFSA’s mandate; risk man-
agement falls to the Commission and Member States. 

 The question of agenda-setting (and marketing authorization) is one 
where the two agencies differ. Unlike the EMEA, which requires an 
applicant product to begin its scientifi c evaluation and risk assessment 
work, EFSA is dependent on the Commission to essentially ‘invite’ it 
into a particular policy issue. Yet, the agency can also initiate an opin-
ion on its own initiative, and thereby try to put the issue on the EU’s 
decision-making agenda. In identifying the policy issues and control-
ling the policy space, the Commission thus remains the agenda-setter 
in the foodstuffs arena. This is not the case for medicines, where the 
Commission is not involved until the EMEA opinion has been sent. 

 Both agencies are committed to delivering the ‘best possible’ 
 scientifi c advice, the former in respect of the safety, quality and effi -
cacy of medicines, the latter in terms of risk assessments vis-à-vis 
foodstuffs. This shifting of the risk assessment function away from the 
Member States to the relevant scientifi c committee or panel  represents 
a Europeanization of the science in both sectors and a commensur-
ate depoliticization of the health protection function. That said, both 
 sectors remain highly political, and foodstuffs especially so. It is 
therefore interesting to observe that, due to the increasing importance 
of science in these sectors, and the ‘scientifi cation’ of politics, there is 
again high potential for a politicization of the science. This was the 
case in the pre-BSE food regulation era and, ironically perhaps, a phe-
nomenon that post-BSE legislation and EFSA have sought to combat. 

 For instance, in 2006, EFSA’s Deputy Executive Director stated 
that the agency feels the infl uence of national politics, and that it 

  89     Vos and Wendler,  Food safety regulation , above n.60.  
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has ‘sometimes [come] under pressure from the Commission to make 
or give a decision in a certain way’.  90   This is due to the fact that 
EFSA opinions form the basis of Commission decisions and are thus 
discussed by the college of Commissioners and, at times, put to a 
vote in the Council of Ministers. The politics of the Commission’s 
discussions is evident in the case of two genetically modifi ed (GM) 
maize lines, Bt11 and 1507.  91   Despite EFSA’s view that they were 
safe, then Agriculture Commissioner Stavros Dimas opposed their 
approval in 2007. Other Commissioners were in favour and discus-
sions – irrespective of the science – thus continued. As for EFSA’s 
exposure to national politics, with qualifi ed majority voting required 
in the Council, the Member States can effectively block one another. 
Moreover, it means under comitology procedures that they can col-
lectively impede the Commission’s draft decisions despite these being 
based on EFSA’s scientifi c opinion, as has occurred in many cases 
of GM authorizations. At the same time, it is interesting to observe 
that the Member States may in fact use scientifi c arguments during 
the comitology process in their attempts to block the Commission’s 
draft authorizations, which are based on EFSA’s opinions. Faced with 
a request to look at these arguments, EFSA has often declined to do 
so in detail, and considers these arguments to be often more political 
than scientifi c. It is something of a paradox, then, that as EFSA seeks 
to keep scientifi c risk evaluation independent, by separating assess-
ment from management, the science itself is becoming politicized as 
the health protection function is taken away from Member States. 

 For the EMEA, the politics are perhaps less immediate, but the fact 
that the opinions delivered by the CHMP are generally accepted by the 
Commission leads to two lines of thinking. First, that this may be an 
indication of the strength of the science (and/or the Commission’s lack 
of capacity to validate it). Indeed, the Committee’s opinions are deliv-
ered as fi nished documents in the expectation that the Commission 
can issue them as they are and without undue delay. Second, that 
this refl ects the acceptability of the position to the Member States. 
For, unlike in the case of EFSA’s opinions, where the (panels of the) 

  90     H. Koeter, as interviewed in A. El Amin, ‘EU’s food agency battles 
attempts to hijack science’,  Food Quality News , 21 September  2006 ,  www.
foodqualitynews.com/news/ng.asp?id=70720-efsa-health-claims-antibiotics .  

  91     GMOs are authorized at the EU level based on EFSA’s risk evaluation, 
although no GM crops have been approved in the EU since 1998.  
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Standing Committee on the Food Chain and Animal Health convenes 
to discuss every proposal, the Medicines Standing Committee is given 
thirty days to respond in writing to an opinion, with the proposal 
accepted if no response is received. The Committee’s members are, 
in the main, from the same regulatory authority as the CHMP (or 
other evaluation committee) members. Ellen Vos thus ascribes the 
Commission’s general policy of endorsement to the fact that a norma-
tive or ‘nationally-fl avoured’ element is taken to be implicit within the 
assessments delivered by the Committee (and the Commission would 
rather not contradict the Member States).  92   This contributes to the 
contention that the Member States view the EMEA’s opinions as more 
credible than those of EFSA and that, as a result, the latter will not 
become as strong or successful as the former.  93   In this manner, we can 
interpret the reinforcement of the role of Member States within and 
around EFSA as the Commission’s and EFSA’s attempt to overcome 
the decisional deadlock on matters surrounding genetically modifi ed 
organisms (GMOs). 

 The fact that neither agency has the executive power to regulate in 
the manner of an independent regulatory agency such as the United 
States Food and Drug Administration (FDA) is in large part due to 
the political and institutional constraints surrounding the compara-
tive roles and interests of the Commission and Member States in the 
health (care) arena, and the policy-making architecture of the EU 
polity itself.  94   Furthermore, the political interests at the national and 
supranational levels, far less the strength of producer interests within 
both policy domains, have also helped to ensured that power remains 
fractured. For EFSA, there are thus calls for increased centraliza-
tion in order to decrease uncertainties, foster effi ciency and increase 
 consumer confi dence.  95   

  92     E. Vos, ‘European administrative reform and agencies’, European University 
Institute Working Papers No. RSC 2000/31 (2000).  

  93     Krapohl, ‘Credible commitment’, above n.12 .  
  94     This relates to the imbalance or constitutional asymmetry between the 

Commission’s economic and social policy competences, and has been 
shown to have had an effect on the EMEA’s mandate and wider EU regime 
for pharmaceutical regulation. See G. Permanand and E. Mossialos, 
‘Constitutional asymmetry and pharmaceutical policy-making in the 
European Union’,  Journal of European Public Policy  12 ( 2005 ), 687–709.  

  95     L. Caduff and T. Bernauer, ‘Managing risk and regulation in European food 
safety governance’,  Review of Policy Research  23 ( 2006 ), 153–67.  
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   B.     Good governance 

 Given the increasing public health impact of their roles, their aims 
to ensure public confi dence and their impact on national health care 
priorities, it is therefore essential that EFSA and EMEA be independ-
ent, accountable and transparent in exercising (regulatory) authority. 
Furthermore, given the softer approach to regulation and policy-
making espoused by new modes of governance thinking, a partici-
patory approach – in so far as is possible – is also deemed to be a 
positive element. These are among the EU’s own principles of good 
governance,  96   and tie into the Commission’s Communication on the 
operating framework for the European agencies.  97   However, while 
these are stated objectives, questions remain over both agencies’ com-
mitment to these considerations. 

  Independence 
 (Independent) regulatory agencies are to be above any interference 
from government or producers – or indeed from any other interested 
party. And while this may be the optimal view, in theory if not in 
practice, Scott notes that the Commission ‘formula for the EU regula-
tory agencies’ does not actually even aspire towards this: ‘[it] appears 
to represent, simultaneously, an embracing of the agency model, and 
a rejection of its development along the lines of the independent regu-
latory agency’.  98   Indeed, it may be argued that, given their various 
aspects of direct involvement in the agencies’ work, the Commission, 
the European Parliament, the Member States and the industry all 
have some degree of infl uence. 

 All agencies are linked to the Commission via the relevant 
Directorate-General. For EFSA, this is DG SANCO (responsible for 
health and consumer protection); for the EMEA, it is the Directorate-
General for Enterprise and Industry (responsible for industrial pol-
icy). Although the EMEA’s institutional setting stems from its origins 
in the single market programme, it may legitimately be asked why the 

  96     European Commission, ‘European governance’, White Paper, COM (2001) 
428 fi nal, 25 July 2001.  

  97     European Commission, ‘Operating framework’, above n.16.  
  98     C. Scott, ‘Agencies for European regulatory governance: a regimes approach’, 

in Geradin, Muñoz and Petit (eds.),  Regulation through agencies , above n.9.  
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agency is linked to the ‘business’ arm of the Commission rather than 
the ‘health’ arm. This is especially the case in view of the concerns 
over the intertwining of business and health interests as raised by the 
Medina Ortega report on the BSE crisis. Indeed, several commenta-
tors, including several Members of the European Parliament (MEP), 
have raised queries in this direction.  99   That said, it should equally be 
acknowledged that a lack of expertise and capacity regarding the med-
icines sector more widely (e.g., industrial policy concerns or pricing 
and  reimbursement issues) would seem to preclude DG SANCO from 
being solely responsible. This duality is in fact expressed in the com-
position of EMEA’s management board, which has two Commission 
members, Heinz Zourek, acting Director-General of DG Industry, 
and Andrzej Ryś, Director of Public Health and Risk Assessment 
in DG SANCO. For EFSA, the Commission has one representative 
on the Board, the current Director-General of DG SANCO, Robert 
Madelin. 

 The Commission’s links to the agencies via its representatives in 
the management boards are important, as these bodies oversee activ-
ities and are charged with the important tasks of agreeing the budget 
and choosing the executive director. It is noteworthy that, while both 
agencies are supposed to work at arm’s length from the Commission, 
separating risk assessment from risk management, it is clear that there 
is a strong interface between the agencies and the Commission. In 
the case of EFSA, there is a ‘grey zone’ between the agency and the 
Commission in which they closely interact and where the separation 
is, in practice, not upheld in a clear-cut way. Moreover, several spe-
cifi c legislative acts assign the Commission the competence to review 
EFSA acts (e.g., regarding pesticides residues and GM food and feed). 
Furthermore, we can note how, by arguing that their acts are not men-
tioned in Article 230 EC, both agencies try to avoid such reviews by 
hiding behind the Commission. For instance, in a recent case where 
the EMEA had rejected an application for a variation to a marketing 
authorization, the Court of First Instance dismissed the applicant’s 
appeal (directed against EMEA itself) on the basis that the EMEA 

  99     See, for instance, S. Garattini and V. Bertele, ‘Adjusting Europe’s drug 
regulation to public health needs’,  Lancet  358 ( 2001 ), 64–7; and selected 
MEPs’ letter to European Parliament in February 2002,  www.haiweb.org/
campaign/DTCA/MariaNegristatementDTCA_fi les/lettertoeu.htm .  
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was not listed among the institutions mentioned in Article 230 EC. 
However, it ruled that, as the EMEA had only been endowed with 
advisory powers, the EMEA’s refusal must be deemed as emanating 
from the Commission itself and would hence be reviewable.  100   This 
kind of case-law may lead to the strange situation of the Commission 
being held responsible for acts  101   for which the legislator had clearly 
conferred responsibility on EMEA.  102   

 The infl uence of Member States on the agencies’ activities is clearer 
in the case of EMEA, given that its management board comprises 
one representative from each Member State. While such national 
 representation does not, at fi rst sight, seem compatible with an 
agency whose science is supposed to be above national interests, it is 
of course not the board that adopts EMEA’s scientifi c opinions. That 

  100     Case T-133/03,  Schering-Plough Ltd  v.  Commission and EMEA  (Order 
of CFI of 05.12.2007). The Court ruled that ‘[i]n so far as Regulation EC 
No. 2309/93 [laying down Community procedures for the authorisation 
and supervision of medicinal products for human and veterinary use and 
establishing a European Agency for the Evaluation of Medicinal Products, 
OJ 1993 No. L214/1] provides for only advisory powers for the EMEA, the 
refusal referred to in Article 5(4) of Commission Regulation EC No. 542/95 
[concerning the examination of variations to the terms of a marketing 
authorization falling within the scope of Council Regulation 2309/93/EEC, 
OJ 1995 No. L55/15] must be deemed to emanate from the Commission itself. 
Since the contested measure is imputable to the Commission, it may be the 
subject of an action directed against that institution. It follows that the action 
must be dismissed as inadmissible in so far as it is directed against the EMEA’. 
See paras. 22 and 23. See also Case T-123/00,  Thomae  v.  Commission  [2002] 
ECR II-5193.  

  101     In the case at stake, Case T-133/03,  Schering-Plough , above n.100, the CFI 
nevertheless ruled that there was no longer any need to adjudicate on the 
action in so far as it was directed against the Commission.  

  102     In Case T-133/03,  Schering-Plough , above n.100, for example, the relevant 
provision was Article 5(4) of Regulation 542/95: ‘[w]here the Agency is 
of the opinion that the application cannot be accepted, it shall send a 
notifi cation to that effect to the holder of the marketing authorisation within 
the period referred to in paragraph 1, stating the objective grounds on which 
its opinion is based:

     (a)      within 30 days of receipt of the said notifi cation, the marketing 
authorisation holder may amend the application in a way which takes 
due account of the grounds set out in the notifi cation. In that case the 
provisions of paragraphs 1, 2 and 3 shall apply to the amended application;  

    (b)      if the marketing authorisation holder does not amend the application as 
provided for in (a) above, this application shall be deemed to have been 
rejected.’     
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said, members of the agency’s scientifi c committees do represent the 
competent authorities of the Member States and are also appointed by 
the Member States, even if they are mandated to act in a non-partisan 
manner. EFSA, meanwhile, does not have Member State represent-
atives on its management board – a fact that is unique among the 
European agencies  103   – and has independent scientifi c experts on its 
scientifi c committees who do not represent the competent authorities 
of the Member States. Nevertheless, a lack of resources and capacity 
(especially when compared with the United States FDA), as well as the 
above- mentioned decisional deadlock in GM cases, might lead EFSA 
to seek to strengthen its cooperation with national authorities, per-
haps even to include them in its organizational structure. 

 The role of the European Parliament in respect of the agencies, 
although primarily institutional, is important. The Parliament sets 
the budget and the annual discharge, which affords it considerable 
infl uence. In the case of the EMEA, the Parliament also has two 
representatives (national experts appointed as impartial individ-
uals) on the management board. The Commission has criticized this 
representation,  104   but the Parliament has insisted on having repre-
sentatives as long as the Member States are also represented, point-
ing to the fact that it is not MEPs who are on the board but merely 
 representatives of the Parliament. 

 The Parliament’s power of budgetary oversight raises questions 
regarding the agencies’ fi nancial independence more generally. In the 
case of EMEA, of a total budget of €173 307 000 for the year 2008, 
the agency received 72.9% from applicant fees and 21.9% from the 
Commission. The remaining 5.2% came from other sources. Since 
the agency’s establishment, the ratio of fees to direct Commission 
funding has continued to rise. This fi nancial dependence on its clients 
has been criticized on several grounds, most important of which is 
perhaps that speed rather than quality of assessment will become the 
EMEA’s focus.  105   Although the dangers of this type of fee-for-service 
arrangement are clear, it should not be forgotten that many national 

  103     An advisory forum comprising Member State representatives responsible for 
risk assessment was created within EFSA as compensation.  

  104     European Commission, ‘Draft interinstitutional agreement’, above n.50.  
  105     See, for instance, J. Abraham and G. Lewis,  Regulating medicines in 

Europe: competition, expertise and public health  (London: Routledge,  2000 ); 
Garattini and Bertele, ‘Adjusting Europe’s drug regulation’, above n.99.  
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medicines agencies in Europe are also heavily dependent on applicant 
fees (the United States FDA is also funded by user fees, amounting to 
almost one-fi fth of its budget, which also refl ects a rising amount). 
EFSA, on the other hand, derived its entire €66.4 million budget 
for 2008 from the EU budget, and the August 2007 fi ndings of a 
DG SANCO consultation on the possibility of introducing applicant 
fees found support for the idea in only a limited set of cases.  106   This 
arrangement poses its own potential failings, for not only is EFSA 
institutionally to some extent linked to DG SANCO, but so too is it 
fi nancially dependent on the Commission as well.  107   

 We perhaps see this refl ected in elements of EFSA’s science-making, 
where it would appear that the agency’s commitment to hard science is 
to be balanced with its principal’s interests. Randall uses the example 
of the agency’s position on genetically-modifi ed organisms (GMOs):

  Accepting a wide-ranging precautionary approach, leaving virtually all 
GM issues in a state of regulatory suspension, was anathema not only 
to the United States Government and American agribusiness, but also to 
EFSA, its exchequer (the Commission) … EFSA chose to do what its most 
important customer, the Commission, expected it to.    108    

With the exception of the maize crops referred to earlier, the 
Commission has adopted all EFSA opinions in the GM arena. 

 As the aim of both agencies is to provide quality and objective 
information, this begins with the scientists. So what of the inde-
pendence of the individual experts involved in the EMEA commit-
tees and EFSA panels? The ‘older’ medicines agency committees (e.g., 
the CHMP) are comprised of experts nominated by the Member 
States. The ‘newer’ ones (e.g., the HMPC) have members from the 
Commission, patient organizations and some agency nominations. 
All are required to sign declaration of interest forms, with EMEA 
members demonstrating that they have no ties to industry. The need 
for this was highlighted by the ‘Poggiolini affair’ of the early 1990s, 

  106     DG SANCO, ‘Summary of the comments received on the consultation paper 
on the advisability and feasibility of establishing fees for EFSA’, August 
2007,  http://ec.europa.eu/food/consultations/sum_cons_Efsa_fees_En.pdf .  

  107     The fact that both agencies are mentioned under the Commission’s budget 
line also implies a certain dependence on the Commission.  

  108     Randall, ‘Not that soft’, above n.59.  
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where Dulio Poggiolini, then head of both the former Committee for 
Proprietary Medicinal Products (CPMP, now CHMP) and the Italian 
drug agency, was accused of taking bribes and gifts from the indus-
try.  109   In contrast, members of the scientifi c committee and panels 
of EFSA are selected on the basis of their scientifi c excellence after 
an open competition and nominated by the management board. 
Nevertheless, EFSA has experienced some controversies over confl ict-
ing interests as well. For instance, several members of its GMO panel 
had evaluated some products on behalf of their national agencies as 
well as for EFSA. Abstention over a confl ict of interest is possible, 
although for the GMO panel it was decided that only where the repre-
sentative was involved in the risk management element at home – not 
the scientifi c assessment – was there a confl ict.  110   The committee and 
panel members’ declarations are available on the respective web sites 
(for EFSA, they are renewed annually) and a register of names is pub-
licly available – this was not initially the case when the EMEA fi rst 
commenced operations. Meanwhile, EFSA has further sharpened its 
rules on declarations of interests.  111   

   Accountability 
 Accountability is, in general, a contentious subject in the supra-
national context. The unelected nature of the Commission and the 
ECJ in particular has led to a wide-spread notion of a ‘democratic 
defi cit’ in the EU. Nevertheless, it is generally accepted that being 
accountable at the EU level means being accountable to the European 
Parliament, which comprises directly-elected representatives and 
exercises budgetary control. The Parliament’s representation on the 
EMEA management board may help serve this accountability func-
tion, but, as these representatives have little direct contact with the 
Parliament, it appears more cosmetic than substantial.  112   

  109     See G. Permanand,  EU pharmaceutical regulation , above n.60, p. 129.  
  110     L. Levidow and S. Carr, ‘Europeanising advisory expertise: the role of 

“independent, objective and transparent” scientifi c advice in agri-biotech 
regulation’,  Environment and Planning C: Government and Politics  25 
( 2007 ), 880–95.  

  111     EFSA, 32nd Meeting of the Management Board, Bucharest, 11 September 
2007.  

  112     E. Vos, ‘Independence, accountability and transparency’, in Geradin, 
Muñoz and Petit (eds.),  Regulation through agencies , above n.9.  
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 What of public accountability more widely? Since the 2005 legisla-
tion was introduced, the EMEA management board has included two 
consumers’ and one doctors’ representatives. These representatives are 
appointed by the Council in consultation with the Parliament from 
a list chosen by the Commission. Patient representation may be seen 
as a key step towards improving accountability, and it followed con-
certed lobbying by consumer-oriented groups. But the Commission’s 
nominations will need to be carefully scrutinized to ensure that no 
confl icts of interest arise (such as industry sponsorship). EFSA’s man-
agement board comprises, in addition to the one Commission repre-
sentative, fourteen independent experts (appointed by the Council in 
consultation with the Parliament, but on the basis of a Commission 
nomination), four of whom have experience with organizations pro-
moting consumer or patient interests within the food chain. There 
is, however, no requirement that these experts be completely free of 
 industry links, even if they are not permitted to receive payments. That 
said, failures to declare confl icts of interest have been noted in the case 
of the GMO panel.  113   It is not clear, therefore, that the current man-
agement board constellation of either agency really serves the inter-
ests of accountability. In fact, the argument could be made that the 
Commission, the European Parliament and the Member States (in the 
case of the EMEA), can all exert some control over the agency via their 
representatives.  114   

   Transparency 
 Related to independence and accountability is transparency. If a regu-
lator is going to be successful in securing public trust, it needs to be 
as open and forthcoming as possible in respect of its activities gen-
erally, and of (scientifi c) decision-making specifi cally. Among other 
things, this means ‘reason giving’ – making decisions and dissent-
ing views available, delivering timely responses, granting access to 
 documentation and involving stakeholders. In the EU context, trans-
parency most often means accessibility of documents, and, in this 
regard, both EFSA and the EMEA are subject to the EU’s legislation 

  113     Friends of the Earth, ‘Throwing caution to the wind – a review of the 
European Food Safety Authority and its work on genetically modifi ed foods 
and crops’, November  2007 ,  www.foeeurope.org/GMOs/publications/
EFSAreport.pdf .  

  114      Ibid .  
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on public access to European institutions’ documents.  115   Their web 
sites  therefore post a considerable amount of information, covering 
both the science and the administration and operations of the agen-
cies. At the same time, they fall short in certain areas. 

 For instance, although it is potentially able to publish minority opin-
ions, EFSA has, to date, not done so. The agency is obliged to look out 
for potential scientifi c divergences between various bodies and, in such 
cases, actively try to ensure agreement among the scientists. In instances 
where EFSA and another EU or Member State scientifi c authority may 
disagree, Article 30 of the ‘General Food Law’  116   requires the two to 
try to resolve the disagreement between them. It is only where this is 
not possible that a (joint) document explaining the discrepancies is 
made public. More specifi cally, EFSA’s GMO panel has been accused of 
 ‘selectively “front-stag[ing]” the most internally consensual and scien-
tifi cally defensible arguments, thus selectively enacting transparency’.  117   
So, while EFSA’s advice is held up to be transparent on the basis of 
consent, the process of reaching the consensus is not necessarily made 
available. Moreover, it is not clear that the agency adequately states the 
scientifi c uncertainties in its opinions, and perhaps takes too black and 
white a view.  118   Addressing uncertainties might help risk management 
(by the Commission and Member States) in the public interest, but, on 
the other hand, it may also give the impression of poor science. 

 EMEA has a similar role as watchdog, looking out for potential 
 scientifi c confl icts with a similar ‘confl ict clause’,  119   and the transpar-
ency issue is one it has fought since its inception. The agency may want 
to be as open as possible, but commercial secrecy is a major concern in 
the pharmaceutical sector and the industry represents a strong actor. It 
is, therefore, understandable that sensitive information and data needs 
to be suppressed. However, if companies are able to anonymously with-
draw products where a negative assessment is suspected, and the  minutes 
of meetings to discuss marketing applications, the names of rejected 

  115     European Parliament and Council Regulation 1049/2001/EC regarding 
public access to European Parliament, Council and Commission documents, 
OJ 2001 No. L145/43.  

  116     Regulation 178/2002/EC, above n.78.  
  117     Levidow and Carr, ‘Europeanising advisory expertise’, above n.110.  
  118     M. Van Asselt, E. Vos and B. Rooijackers, ‘Science, knowledge and 

uncertainty in EU risk regulation’, in M. Everson and E. Vos (eds.), 
 Uncertain risks regulated  (London: Routledge-Cavendish,  2009 ).  

  119     Article 59, Regulation 726/2004/EC, above n.69.  
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products and the reasons for rejection, not to mention the names of with-
drawn products and the withdrawing companies, are not made available 
in the public domain, it is perhaps then unsurprising that the EMEA has 
in the past been heavily criticized for paying only lip-service to the idea of 
transparency. Most of this has changed under the 2005 legislation,  120   and 
refl ects just how important (risk) communication is in terms of ensuring 
confi dence in the regulator and in the sector more widely. It remains the 
case, however, that research information on clinical and preclinical tri-
als, or information on evaluations, are not released (the FDA makes both 
available), while much of the material that is made public remains quite 
technical and inaccessible to the lay user. 

   Participation 
 Related to transparency is the issue of wider participation and how 
public health concerns are taken on board in the agencies’ assess-
ments. In this regard, a 2003 Court of First Instance ruling vis-à-vis 
an EMEA opinion is instructive. In Case T-326/99,  121   Nancy Olivieri, 
a former clinical investigator of the active ingredient deferiprone, 
which had been given a favourable fi rst opinion by the EMEA, pre-
sented new information in respect of the drug’s potential toxicity and 
ineffi cacy in the treatment of thalassemia. After an initial suspension, 
the CPMP revisited the application at the Commission’s request – 
though did not involve Dr Olivieri in the deliberations – and issued a 
revised, still favourable, opinion upon which the Commssion issued 
an authorization of the drug Ferriprox. Dr Olivieri sought to have 
the Commission decision and the underlying EMEA revised opinion 
overturned. However, her demand was rejected, as the Court of First 
Instance held that she did not have an interest in bringing the pro-
ceedings in order to protect public health or in order to defend her 
professional reputation, and the complaint was declared inadmissible. 
An important element in this case was the Court’s decision that, while 
third parties can be consulted with respect to scientifi c input, and can 
have special access when doing so on public health grounds, they do 

  120     See, for example, G. Permanand, E. Mossialos and M. McKee, ‘Regulating 
medicines in Europe: the European Medicines Agency, marketing 
authorisation, transparency and pharmacovigilance’,  Clinical Medicine  6 
( 2006 ), 87–90.  

  121     Case T-326/99,  Olivieri  v.  Commission and European Agency for the 
Evaluation of Medicinal Products  [2003] ECR II-06053.  
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not have an automatic right to participate or be heard. Only when 
the Commission deems it ‘indispensable in order to safeguard public 
health’ can persons other than the marketing authorization holder be 
invited to share their observations. 

 The EU does nonetheless seek broader involvement of stakeholders, 
in particular civil society groups, as part of its good governance pol-
icy. Participation is a key tenet of the Commission’s good governance 
criteria, and both agencies could do more in this respect. The EMEA 
has a Patients’ and Consumers’ Working Party, which provides rec-
ommendations to the EMEA and its human scientifi c committees on 
all matters of direct or indirect interest to patients in relation to medi-
cinal products, but does not grant patients nearly the same degree of 
access to the evaluators as it does the industry. Meanwhile, EFSA, 
through its recently-established Stakeholders Platform, seeks to ensure 
a higher degree of stakeholder involvement in agenda-setting. 

   The role of industry 
 Although not the focus of this chapter, a fi nal element worthy of consid-
eration – given that it impacts on their adherence to principles of good 
governance – is the agencies’ relationship to industry. The EMEA’s role 
includes providing applicants with scientifi c advice up to six years in 
advance of their fi ling an application. This is in order to work with 
companies towards their products fulfi lling the approval criteria, and is 
clearly a function of the agency’s single market duties. The extent of this 
cooperation is not always clear – what, in practice, is the line between 
helping applicants understand what is needed to meet the requirements 
of a successful application for their product, and actually instructing 
them on what they need to do to ‘get a pass’? It also goes considerably 
further than that undertaken at national level or by the FDA. 

 If not so explicit, EFSA would seem to have a similar mandate and 
design in respect of the single market, where ‘the agency’s institu-
tional architecture has therefore been framed by the imperative to 
construct an authority capable of restoring market confi dence with-
out threatening the habit of those multinational companies which 
occupy this arena’.  122   More specifi cally, a 2004 report by Friends of 

  122     G. Taylor and M. Millar, ‘‘The appliance of science’: the politics of 
European food regulation and reform’,  Public Policy and Administration  17 
( 2002 ), 125–46.  



EU regulatory agencies and health protection 181

the Earth highlighted a pro-biotechnology industry bias in the work 
of the GMOs panel, not just in terms of favourable opinions, but also 
in the selective use of evidence in reaching those opinions.  123   These 
relations tie into the question of agency independence more widely, 
and echo broader views that the agencies may be too close to the 
industry. 

    C.     EMEA, EFSA and Member State health systems 

 With respect to their impact on national health systems, the agencies 
were not designed to affect Member State priorities and policy compe-
tences. In this regard, the constitutional asymmetry noted in Chapter 
1 of this volume, between the EU’s comparatively well-developed eco-
nomic policy (single market) versus poorer social policy (including 
health) functions, is refl ected in the agencies’ mandates. It is clear, for 
instance, that the EMEA’s centralized authorization system for phar-
maceuticals does not affect the powers of the Member States to set 
prices or to include medicines in the scope of national health systems 
or social security schemes. In EFSA’s case, the agency’s inability to 
put specifi c issues on the political agenda, as well as its susceptibil-
ity to Member State politicking, suggests that its immediate impact 
on national health care systems is limited. On the other hand, EFSA 
can decide to issue an opinion on its own initiative, thereby indir-
ectly infl uencing the political agenda. At the same time, the EMEA’s 
authorizations do establish what medicines can and cannot (and by 
extension could or should) be available within national markets and 
health systems. Meanwhile, EFSA’s expert advice on safe food and 
foodstuffs has the potential to affect countries’ health care strategies 
to improve nutrition and combat diet-related diseases and obesity. 
These types of indirect or potential impacts, especially in view of a 
policy environment that promotes comparative best (or good) prac-
tice learning, are important and should be stressed. And given both 
agencies’ commitment to strong communication activities to apprise 
and update stakeholders (especially consumers), they may be able to 
implicitly infl uence agendas more than is generally thought. 

 Despite an explicit impact not being envisaged, it is also clear that 
both agencies will increasingly serve as contact points for Member States 

  123     Friends of the Earth, ‘Throwing caution to the wind’, above n.113.  
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and stakeholders, such as health care professionals, industry, patient 
and consumer organizations, and other nongovernmental organiza-
tions. The EMEA is, for example, obliged to assist Member States in 
the communication of health risks and to help them in the provision of 
information to health care professionals and the general public about 
those medicinal products evaluated by the agency.  124   Furthermore, the 
agency closely cooperates with the Member States’ competent author-
ities in pharmacoviligance and post-marketing authorization tracking. 
It is also required to develop contacts with the relevant stakeholders.  125   
EFSA too needs to closely collaborate with the competent authorities of 
the Member States. Moreover, it has developed contacts with the stake-
holders through its Consultative Stakeholder Platform. In view of its 
increasing profi le and importance – both because of its expanding role 
as assigned to it by EU legislation and its proactive attitude – EFSA 
increasingly seems to be growing into the above-mentioned  primus 
inter pares  of interdependent and deliberative networks of national 
authorities. We see this through its Advisory Forum and the networks 
of organizations that are active in the relevant technical areas. Further, 
due to their design and embedding of national authorities and experts 
within their structures and operations, and in having only a modest 
number of staff (the EMEA has approximately 500 core staff, and EFSA 
has 350),  126   both agencies are heavily dependent on decentralized net-
works of national authorities. 

 In this manner, both agencies can be viewed as constituent 
elements within a new, emerging architecture of experimentalist 
governance in the EU,  127   and would appear to be impacting deci-
sion-making within national health care systems, even if not as 
markedly as hard law. 

    5.     Conclusion 

 This chapter has served to outline the role of European agencies in 
general, and the EMEA and EFSA in particular. It has sought to 

  124     Article 57, Regulation 726/2004/EC, above n.69.  
  125     Article 78, Regulation 726/2004/EC, above n.69.  
  126     By comparison, and covering a much smaller population, the FDA has 

altogether some 9000 individuals employed in the two areas.  
  127     C. Sabel and J. Zeitlin, ‘Learning from difference: the new architecture of 

experimentalist governance in the EU’,  European Law Journal  14 ( 2008 ), 
271–327.  
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examine their respective roles in relation to health protection and 
their (real and potential) impacts on national health systems, in terms 
of scientifi c evaluation, recommendation/opinion-giving, and the 
involvement of national counterparts and authorities. The discussion 
has outlined the emergence of both agencies and examined their man-
dates in health protection, along with factors that impact on how 
they execute their functions. By way of conclusion, we briefl y revisit 
some of the main points in respect of the agencies’ roles as protectors 
of health. 

 Understanding the reasons for the delegation of authority to EU-level 
agencies in the fi elds of medicines and foodstuffs means understanding 
national and EU-level policy-makers’ aims in respect of: securing polit-
ical commitments for long-term goals; increasing credibility at the same 
time as disassociating policy-making from science; increasing effi ciency 
in highly technical areas; serving the aims of the single market; and 
harmonizing/standardizing national measures to the greatest extent 
possible. Additionally, the uncertainties surrounding risk analysis – 
such as where experts disagree on a given issue (e.g., the unknown 
long-term effects of a given medicine or the applicability of the precau-
tionary principle to GMOs) – mean that policy-makers are often keen 
to derogate the science in order not to suffer the political costs of bad 
decisions or mistakes. The potential for such blame-shifting is likely to 
have contributed to the creation of both agencies, and EFSA in particu-
lar (not to mention the number of national food safety authorities that 
sprang up throughout Europe following the BSE crisis). 

 In the wakes of the thalidomide and BSE crises, we have seen that the 
need to ensure patient safety and (re-)establish consumer confi dence 
has resulted in (further) centralization in both the pharmaceutical 
and foodstuffs sectors. Indeed, the fact that Community involve-
ment in health and safety regulation may be considered to be spillover 
from the market integration objective may in turn explain why the 
Community has not been well-equipped to face these and other diffi -
culties. The EU’s response, in the main, has been to ‘Europeanize’ the 
science, with expert committees being established or consolidated at 
the EU level. In turn, these committees have evolved into regulatory 
agencies, each with considerable authority. 

 Considering the EMEA as a ‘protector of health’, it serves this 
function primarily through its evaluations. By allowing only those 
medicines that have passed the ‘public health test’ and demonstrated 



Permanand and Vos184

their quality, safety and effi cacy onto the European market, Member 
States and consumers can have a high degree of trust in the medi-
cines they use. As with any regulatory regime, it is not perfect. The 
recent withdrawals and issuance of ‘black-box’ warnings on several 
high profi le drugs highlight the need to be vigilant and to have good 
pharmacovigilance, as well as risk analysis structures and procedures, 
in place. Additionally, the changes introduced by the 2005 legisla-
tion have shored up and strengthened the EMEA’s role in key areas. 
Yet it remains the case that the agency’s mandate is heavily oriented 
towards serving the interests of the single market and the industry, and 
that there are numerous measures that could be made available to the 
agency towards better serving public health interests, or at least serving 
them more directly. In many respects, the same can be said of EFSA. 
The agency clearly has serving the public interest through communi-
cating the fi ndings from good science as its primary aim, while also 
striving to arrive at better science in order to ensure human health. Yet 
we have seen that both the risk assessment and risk communication 
exercises can still be highly political. Moreover, the division between 
risk assessment and risk management is not so easy in practice. 

 It is clear that more than thirty years after the thalidomide tra-
gedy and more than ten years after the BSE crisis, many improve-
ments have been made in order to ensure consumers’ health and 
trust. These reform initiatives were led primarily by the desire of the 
European institutions to regain trust in their science-based decision-
making, while also ensuring health protection and the free move-
ment of medicines and foods. Both the EMEA and EFSA have played 
an important part in this. While neither agency has the executive 
power to regulate in the manner of an independent regulatory agency 
such as the FDA, they both play a decisive role in the context of the 
internal market policy in the re-regulation of health issues at the EU 
level. As such, they have an infl uence on national health systems. We 
observed that their design and structure, which rely heavily upon 
(and to some extent absorb) national competent authorities, mean 
that they are likely to become true reference points for health-related 
questions. In this  manner, both agencies – indeed, the proliferation 
of European agencies in general – can be seen as elements of the 
emergent  architecture of experimentalist governance in the EU.  128   

  128      Ibid .  
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Although both agencies still have gaps as regards accountability and 
transparency, they may serve as examples for the ‘new EU health 
care governance patchwork’,  129   highlighting the resort to more ‘soft’ 
mechanisms for deliberation and networking with the various actors 
involved. 
         
  129     See Chapter 2 in this volume.  


