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ABSTRACT 
 
 
 

How does the EU system deal with competing claims about the appropriate basis 

for decision-making? Are all claims equal in the EU arena? Do policy outputs match 

original objectives? This study examines the case of genetically modified organisms 

(GMOs) policy as a base for considering these questions. It undertakes an assessment of 

the EU policy machine from beginning to end. There seems to be room for diverse claims 

in the EU system, but only in times when the system is seeking a broader range of inputs 

to bolster its legitimacy. Policy outputs match policy objectives only loosely in the cases 

under consideration, but this does not seem to matter too much, provided the specific 

regime faces no insurmountable credibility challenges.  
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Introduction 

 
The European Union as a political system draws the attention of scholars from 

diverse fields because it is innovative in its balance of multiple levels of governance. 

Without reinventing the wheel, its constituent states and institutions look to political 

arrangements from varying traditions to resolve particular problems that arise in 

attempting to coordinate a multitude of policies that are national in their origin. Their 

relative successes and failures have been examined from functionalist, intergovernmental, 

and transnational perspectives. The literature on EU policy outcomes in given policy 

areas has usually focused on whether these have been more successful than other 

international actors’ attempts, and whether the EU is keeping pace with other global 

actors or forging ahead.  

But the most revealing cases remain ones where the EU’s political system has 

taken an entirely different course from that which is internationally endorsed. How does 

the EU system deal with policy areas where competing claims about the appropriate basis 

for decision-making are made? Are all claims equal in the EU arena, and what factors 

make them powerful? Do economic motivations really prevail, and if so, whose – those 

of states or of transnational industrial networks? How are competing claims translated 

through legislation into practicable policy? Do policy outputs match the original 

objectives, and is this even considered a parameter for evaluating them in the EU system? 

These questions lead to an examination of the methods that the EU political 

system uses to deal with stress, and their answers may provide useful lessons for the 

future, as well as for other supranational organizations that may be faced with policy 

coordination problems in similar substantive areas. In addition, they lead to an 
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assessment of the EU policy machine from beginning to end. This study examines the 

case of genetically modified organisms (GMOs) policy as a base for considering these 

questions. References to EU policy on chemicals and pharmaceuticals are used to 

highlight points in the process of special interest.  

Chapter 1 provides a general overview of the institutional actors in the EU, the 

balance among them and among different levels of governance, and the decision-making 

procedures through the process of turning agenda items into legislation and implementing 

it. The factors and dynamics that enter into the EU’s claim to legitimacy are also 

outlined. Chapter 2 delves into the GMO policy case to uncover the sources of stress to 

the EU political system, and why they rose to such a high degree in this case and not 

others. The aim is to determine what strategies different actors used in the EU to cope 

with the contestation of not only policy, but also institutional legitimacy, and to what 

degree these strategies used were successful. Chapter 3 turns to the post-legislative stage 

to follow through the complex implementation provisions set out for GMOs, chemicals, 

and pharmaceuticals. Delegation to semi-independent EU agencies is the main theme, as 

it has been in the EU of late, although most implementation responsibilities remain with 

member states. Chapter 3 concludes with a brief look at this arena of implementation and 

an evaluation of the entire framework’s effectiveness. Finally, the findings of this 

assessment and avenues for further research are offered in the concluding chapter.  

The assessment reveals that the real reasons behind the disconnect between public 

opinion and policy outputs, rather than lying in deficiencies in one decision-making 

procedure or another, are complex and mutually compounding. It appears that although 

not all claims are equal, there is room for diverse claims in the EU system. However, this 
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obtains only in times when the system is under stress and is seeking broader inputs to 

bolster its legitimacy. Economic motivations have a definite role to play, especially in 

structuring the interest field, but they are not the sole factor that influences policy 

making; they are not equally important over time either. Overlap in economic interests 

between state and higher levels is difficult to describe, because national positions (as 

indicated by voting within the Council) also vary over time, so a simplistic relationship 

must not be assumed. Path dependence is found to be a key factor in determining how 

competing claims enter and transform through the policy making process. Policy outputs 

match policy objectives only loosely in the cases under consideration, but this does not 

seem to matter too much, provided the specific regime faces no insurmountable 

credibility challenges.  
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Chapter 1 

The EU political system: procedures and practices 
 

Before tackling the questions about how the EU handles stress from competing 

interests and epistemic claims, it is necessary to outline how its political system functions 

in regular conditions, when it is not under stress. This Chapter highlights the balance of 

powers and the typical interactions among EU institutions, the different types of outputs 

they produce, the points of access for societal interests throughout the process of policy 

making, the legitimacy considerations the EU system faces and how it attempts to handle 

them. All of these elements can play an important role in shaping a particular policy area 

as it enters the EU agenda, is transformed into legislation and then implemented. 

 

Overview of the foundations and functions of EU institutions 
 

The EU has its beginnings in economic cooperation among states with sufficiently 

convergent policy outlooks. The European Economic Community was created in 1957 to 

take advantage of opportunities of liberalized trade among its members. Initially it 

involved six core states1 previously involved in the European Coal and Steel Community. 

In 1970 the Treaty of Rome, by which the European Economic Community had been 

established in 1957, was revised to allow for the financing of the Common Agricultural 

Policy (CAP), which continues to consume the largest single share of EU funds (Hix 

2005) and has served as a policy-process model for other areas in which EU institutions 

subsequently became involved in (Wallace, Wallace and Pollack 2005). The CAP has 

facilitated the establishment of European agricultural interests as a strong influence on 

                                                 
1 Belgium, the Federal Republic of Germany, France, Italy, Luxembourg and the Netherlands 
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subsequent policies and has been criticized by external actors as a massive subsidization 

and protection enterprise.  

Successive enlargements brought in Denmark, Ireland and the UK in 1973 and an 

additional sixteen states from the south and east of Europe into the evolving community. 

In the 1970s, the smaller states perceived a threat to their individual interests from the 

potential consolidation of intergovernmental relations as the modus operandi of the 

Community, since they were not in a position to contend with the main European powers 

on this basis. They acted to move away from intergovernmentalism, but there was not 

sufficient political will to create a fully supranational level of governance either, and the 

union remained based on functionalist ideas (Dehousse and Magnette 2006).  

By the 1980s, an integrationist thrust had become the cornerstone of the agenda 

set by the European Commission, the main policy initiating body. Territorial enlargement 

was accompanied by expansion into new policy areas. This expansion has been largely 

uneven, reflecting in part the particular interests of contemporary EU institutions and in 

part the limitations members states were willing and able to set to it. For instance, much 

more policy is made at the EU level on competition and the internal market than on labor 

issues, which remain mostly a national prerogative. During the process of expansion, 

areas seen as congruent with the integrative impetus of the EC were emphasized over 

other issues. This prioritization was based on the goal of making integration itself work, 

and linking issues with the overarching process of integration made the European 

Commission’s involvement in those areas defensible in terms of its Treaty mandate, 

which is to represent the common interests of the Community. In 1991, the Treaty of the 

European Union codified these expanded competences and established the Union more or 
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less as it now exists. A decade later the EU adopted the Lisbon Agenda, a set of policy 

goals aimed at modernizing the economy through innovation and investment in business 

and education in order to increase its competitiveness with other major world powers.  

 
The EU institutions and the balance of powers 
 

The current division of powers among EU bodies is summarized in Box 1 below.2 

Some areas, like the EU budget and international relations, have been excluded because 

they are only tangentially relevant to this study. 

Box 1: EU institutions and their powers relevant to this study  

COUNCIL OF THE EUROPEAN UNION (Council) 
-made up of member state ministers 
(can take different forms, i.e. Environmental Council, Economic Council, etc.) 
-approves legislation through qualified majority voting  
-can block some legislative and implementation proposals 
 
EUROPEAN PARLIAMENT (EP) 
-composed of 785 representatives who are directly elected in member states 
-approves the EC’s appointment and can dismiss it 
-shares legislative power with the Council under co-decision procedure 
 
EUROPEAN COMMISSION (EC) 
-appointed by the Council for a 5-year term 
-made up of 24 policy Directorates general (DGs) and 17 service departments 
-initiates policy and legislative proposals 
-drafts implementation measures 
-has final approval power under some legislative frameworks, if the Council cannot 
reach a decision 
 
European Council  
-the meeting of heads of state of the EU (with EC President present)  
-sets the general political goals for the EU 
 
Court of Justice of the European Communities (ECJ) 
-composed of 27 judges (can sit in session of 3-5 or of 13 judges) 
-can interpret ambiguities in EU legislation 
-ensures compliance with the founding treaties 

                                                 
2 For information on EU institutional bodies and procedures, visit the EU web portal’s glossary: 
http://europa.eu/scadplus/glossary/index_en.htm  

http://europa.eu/scadplus/glossary/index_en.htm


 

The European Commission (henceforth EC or Commission) is the chief policy-

maker. The EC is comprised of multiple Directorates General (DGs) defined by primary 

policy areas. However, the DGs also have overlapping departments. For instance, 

biotechnology is a branch of DGs Research, Environment, Enterprise and Industry, 

Health and Consumers, and Agriculture and Rural Development, although each DG 

approaches the policy area with its own agenda in mind. This type of loose overlap in 

competences has been a problem in the past, leading to infighting among DGs about the 

direction policy should take (Hix 2005, 47). 

The Council of the European Union (henceforth Council) is comprised of 

ministers from each member state, and meets in nine different forms according to the 

substantive area under consideration.3 The Council rules, through voting, to approve or 

reject legislative and implementation proposals. It is up to the Commission to decide 

which form of the Council to convene in accord with provisions set out in the founding 

treaties. The Council is joined by the European Parliament (henceforth EP) in its 

decision-making power under the most predominant of the several legislative procedures 

used in the EU. The EP is a body made up of citizens’ representatives who are directly 

elected in their home state. However, critics often lament poor turnout and voting based 

on domestic concerns at these elections, which cast doubt on the democratic value of the 

EP as a mechanism of representation in EU policy making.  

 

                                                 
3 The Council of the European Union has been formalized into nine configurations since 2000. These are 
General Affairs and External Relations (GAERC); Economic and Financial Affairs (Ecofin); Justice and 
Home Affairs (JHA); Competitiveness; Transport, Telecommunications and Energy (TTE); Agriculture and 
Fisheries; Environment; Education, Youth and Culture (EYC); and Employment, Social Policy, Health and 
Consumer Affairs (EPSCO). (Wallace 2005, 59) 
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Typical process of policy making and implementation 
 

At the EU level, there is an even greater separation of executive, legislative and 

judicial powers than within member states (Balme and Chabanet 2008). In tracing the 

process of making policy and enacting it through legislation, it is perhaps simplest to use 

a fictional proposal —let’s call it PROP— to discuss the procedures and eventualities of 

the interplay between EU institutions, and their interplay with national institutions in the 

implementation stage.  

The present study will focus mainly on the initiation and to a lesser degree 

implementation stages, because these stages are where access points for interest 

representatives are found. There is most room for influence in the initiation and drafting 

of legislative proposals by the EC, when the dominant discourse has not yet been settled, 

and where certain modes of regulation begin to be favored. After policy is drafted and 

proposals are submitted pursuant to it, the EP has only limited power to introduce 

revisions, which can furthermore be blocked by the Council. The Council itself presents a 

key access point throughout the process. National-level groups who lobby the relevant 

ministers at home are the main beneficiaries of this dynamic. Finally, the Commission is 

also the body that drafts implementation measures, although there is some room for 

influence at the national level at this stage because national experts transmit their 

concerns about EU measures through the focused committees the EC uses for this 

purpose (commonly referred to as the comitology system). In addition, strongly opposed 

national agencies can stall and block particular measures, even though the EU institutions 

try to preempt this outcome by setting out an optimally acceptable implementation 

program. 
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Policy generation and legislative procedures  
  

Policy is initiated almost exclusively by the EC. That said, it is common for 

member states to urge a particular DG to look into the need for EU-level policy, and 

possible for the EP and private interests to attempt to persuade the Commission that the 

need exists (Peterson and Shackleton, 2006). The EC is also limited in its ambition by the 

mandate set out in the intergovernmental treaties, although it has used integration as a 

catch-all justification for extending its reach. In any case, it must necessarily be with the 

EC that PROP would originate and enter the process. 

 There are three possible routes or procedures for a legislative proposal to take, 

and these correspond to different balances of power between the Council and Parliament. 

In the consultation procedure, the Council is only required to consult the EP before taking 

a vote on the proposal and is in fact not bound to consider the latter’s opinion. The 

Council has a complex system of qualified majority voting (QMV), designed to give 

consideration to population size of member states. Voting in the Council is extremely 

important, and that is why attempts have been made to weight it in line with 

considerations of both state representation and popular representation. There are 345 

votes in total, and each member has between 3 and 29 votes depending on its population. 

The threshold requirements for passing a proposal will vary by the type of policy 

concerned; some issues require approval by a majority of member states, while others 

require 255 votes in favor for the passing of a proposal. In case of doubt, members have 

the right to insist that a check be conducted of whether 62% of the EU’s population is 

actually represented by the approving votes. However, this carefully balanced setup often 

leads to deadlock, with Council members unable to reach a decision to adopt or to change 
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a policy. The repercussions of this outcome also vary by case, since there are different 

stipulations under each legislative procedure. In our fictional case, a QMV approval (225 

votes) is all that is required for PROP to become EU legislation; alternatively, it would be 

dropped from consideration without an approving vote. 

 Because the role of the EP under this procedure is almost purely symbolic, the 

Single European Act treaty, in effect since 1987, created the cooperation procedure. This 

procedure is similar to its successor the co-decision procedure, in fact it is almost the 

same procedure except that under cooperation the Council can block proposals by 

refusing to issue an opinion. The use of cooperation has been limited to monetary union 

policy, so we will focus on the more frequently used co-decision procedure to illuminate 

the details of the process. co-decision, which involves the three EU bodies most equitably 

(if that term can be applied at all), covers many contentious issues such as “the free 

movement of workers, the internal market, education, research, the environment, trans-

European networks, health, culture [and] consumer protection.”4 The co-decsion 

procedure is what allows the EP to play the role of joint legislator with the Council in 

these policy areas. Our PROP would go through a first reading by both institutions, at 

which time they can propose amendments to it. A vote of absolute majority is required 

for the EP to disapprove the proposed legislation. If the EP and Council cannot agree on 

the proposal after a second reading including any proposed amendments, a Conciliation 

Committee is convened. The Conciliation Committee is made up of equal parts Council 

and EP representatives and is co-chaired by the two bodies’ Presidents. The Conciliation 

Committee is a last resort for reaching agreement and is limited to eight weeks of 

deliberation (Peterson and Shackleton 2006, 115). Even if a joint text is agreed upon in 
                                                 
4 EUROPA Glossary, http://europa.eu/scadplus/glossary/codecision_procedure_en.htm  
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the Committee, each institution must then approve it by absolute majority. If this does not 

happen, the proposal fails.  

Many scholars have found it necessary to comment on the results that increasing 

the scope of co-decision has had. Some have focused on the enhanced ability of the EP to 

influence legislation, while others hold up the primacy of the Commission in policy 

generation and its role in facilitating the legislative process, as well as the wider role of 

the Council in approving legislation, as proof that little has changed. Those who argue 

that the EU’s democratic deficit is lessening often take the former interpretation as a 

beacon of hope that actual decision-making is becoming more democratic and 

meaningful. Others are not so optimistic about the effects of expanded co-decision. 

Giandomenico Majone (2000) claims that the chief causes of the credibility crisis 

faced by European institutions are not so much rooted in a disconnect with democratic 

practices, but lie, on the one hand, in an ill fit between policy tasks and administrative 

mechanisms, and, on the other, in the inability of EU institutions to exhibit commitment 

credibility. The commitment credibility problem arises when regulation of a particular 

policy area is susceptible to politicization, in which case elected incumbents may come 

under pressure to continually revise it. In Majone’s view, closer involvement of the 

European Parliament has served to exacerbate the credibility problem (2000, 285). Many 

scholars concede that parliamentarization has not resulted in the legitimacy benefits 

which some scholars predicted would be the natural outcome of increased participation of 

democratically elected agents (Pollack 2005, 42). As a means of bolstering the EU’s 

commitment credibility, Pollack offers two alternatives: constitutionalism, enacted 

through minimum requirements for transparency and participation, which has been 
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embraced to some extent in the EU, or deliberative decision-making (2005, 42). In the 

deliberative mode of decision-making, political actors are engaged in a “sincere 

collective search for truth”; it requires that political actors be ready to empathize with 

others views, that have a shared epistemology, and that all actors have equal access to the 

forum of deliberation (Pollack 2005, 43). However, as will be emphasized later, none of 

these conditions are necessarily met in the EU policy making process. In fact deliberative 

decision-making may be a non-starter for the EU, because while the potential for it was 

seen to be greatest in exercises of policy coordination (Pollack 2005, 44), it is precisely 

when these efforts falter that the EU political system encounters its greatest problems. 

The role of national governments in the policy process is manifold. They can be 

active as ‘leaders’, insisting on prioritization and stringency of regulation in a particular 

policy area. Through ministers in the Council, they must ultimately approve legislative 

proposals (with varying degrees of involvement from the European Parliament), and 

national agencies are responsible for implementation. Clearly, these responsibilities 

provide differentiated access opportunities to interest representatives. 

The latest development in EU intergovernmental agreements is the Treaty of 

Lisbon, finalized in 2007. It includes important extensions and clarifications on certain 

core principles of EU governance. The Lisbon Treaty Protocol on the Application of 

Subsidiarity and Proportionality in particular could serve as a constraint to the 

Commission’s advance into new policy areas, because it requires that EU-level draft 

legislative acts justify themselves with respect to subsidiarity and outline attendant 

financial and regulatory implications for member states (Art.5). The term subsidiarity 

refers to the commitment by EU member states and institutions to resolve legislative and 
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implementation matters at the lowest level of governance that is adequate and coherent 

with the single market. The Lisbon Protocol also provides that national parliaments can 

object to such drafts and induce the proposal to be revised or withdrawn through majority 

(Art.7 and 8) (Treaty of Lisbon 2007, 151-3). However, the Treaty of Lisbon still awaits 

ratification by the Czech Republic, while Ireland has outright rejected it through a 

referendum in June 2008.  

Another underlying driver of many developments in the EU has been the Lisbon 

agenda, established in 2000 as a blueprint for future policy development. Initially, it was 

rather ambitious, including particular economic goals for each state that focused on 

increasing employment and competitiveness to peak levels by 2010. At a review of 

accomplishments in 2005, though, it became clear that these goals could not be met, and 

that generalized targets for all member states were not necessarily practicable or useful. 

In consequence, the agenda endure a shift in focus and a drastic reduction in specific 

expectations, with the current buzzword and overarching goal becoming a ‘knowledge-

based economy’ (European Council 2005). The Lisbon agenda came under criticism from 

environmentally minded observers for its emphasis on research and investment, because 

it was seen to promote unsustainable technological applications. 

 
Different legislative instruments for different policy objectives 
 
 Two main types of legislative instruments are enacted in the EU. The first, the 

horizontal type of instrument, is issued by the Commission and the Council jointly in 

areas where a need for harmonization of national policies is perceived. This type of 

instrument takes the form of a directive, usually carries within it a general principle that 

the Community has agreed on to guide policy in that area, and must be transposed, or 
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translated and integrated, into national legislation through the member states’ own 

procedures. Transposition can take a very long time in some cases, for procedural or 

political reasons. 

 The second type of instrument is referred to as vertical, or sectoral legislation. It 

takes the form of regulations by the Commission and normally complements particular 

directives with specific requirements for implementation. Regulations are not subject to 

transposition, and must take effect in member states at once when they are adopted at the 

EU level.  

Finally there are also non-legislative measures, such as guidance documents and 

papers issued by the Commission either in preparation for drafting legislation, or in areas 

where there is not the necessary convergence of preferences among member states to 

achieve it. These documents can indicate broad or specific policy goals for the 

community and best practices, but they are not binding on member states.  

 
 Implementation  
 

Policy is implemented by national organs directed by the EC, with the process 

scrutinized under the system of comitology (or committee procedure). Comitology brings 

together national and EU agents, or people involved in a substantive policy area through 

expertise or membership in institutions, into committees that attempt to coordinate 

implementation. Temporary committees composed of interest representatives are created 

when consultation with civil society is seen as desirable, as in cases where the policy area 

has traditionally drawn a lot of public attention and where there is disagreement among 

institutional actors as to the proper underlying basis for policy.  
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This system was established in 1987, and revised in 1999 on the EP’s urgings to 

enhance transparency and limit the ability of the Commission to choose what comitology 

procedures to use for each instance of implementation. An additional procedure was 

created to increase the EP’s role in implementation. There are three distinct procedures 

under Comitology, with varying degrees of power for the committee. Advisory 

committees issue opinions that the EC must take into consideration, but it is not bound to 

follow their recommendations. Management committees can send the EC’s plan for 

implementation to the Council for review if they do not find it appropriate. The Council 

can then adopt its own measure for implementation through QMV. Regulatory 

committees can in a similar fashion send the proposed measures for review to the Council 

and also to the EP.  If the Council fails to act within three months, the EC can draft 

measures for implementation, resubmit the original proposal, or submit an amended one. 

The newly added (in 1999) procedure involves a “regulatory committee with scrutiny” 

and stipulates that the Council and EP must review whether implementation measures 

alter significantly instruments adopted by co-decision. If either institution objects on 

these grounds, the EC must submit a new or amended proposal.  

The EC was formerly criticized for making its choice of procedure strategically in 

line with its own objectives, using advisory committees when it foresaw objections to its 

intended implementation measures (Hix 2005). In 1999, the types of policy associated 

with each procedure were specified in order to avoid this possibility. Management 

committees were designated for use in areas concerning the CAP, cohesion, research, and 

expenditure policies. Regulatory committees, which give the most influence to the EP, 

are employed in the areas of animal, plant and food safety, environment and 
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transportation. Hix (2005) notes that committees rarely issue unfavorable opinions or 

move to overturn the EC’s intended implementation measures but insists that this is a 

function of the predictability of the comitology system. The EC knows the limits of what 

is possible to pass through the national experts’ committees and insures itself against 

prolonged conflicts by drafting measures that are likely to meet with approval or at least 

assent by national governments.   

In the event that national governments, who are in the final analysis responsible 

for the implementation of EU policy, find legislative requirements ambiguous and wish 

to contest them on this basis they have recourse to the European Court of Justice (ECJ). 

The ECJ examines the legislation, its compliance with the founding treaties, and the 

limitations it is subject to and pronounces on the balance of responsibilities (and power) 

between the EC and states in that particular area. The ECJ is also the arbiter in cases 

where the Commission finds states deliberately lagging in the implementation of specific 

legislative acts, and it has the power to impose financial sanctions. 

Legitimacy of the EC and policy process  
 

The EU has come under criticism for operating in a manner that is not 

democratically legitimate, especially when policies with impacts outside its borders are 

concerned. These critiques have focused mainly on the operation of the EC due to its role 

as initiator and broker of agreement in matters of policy and legislation, although a 

number of analysts have also focused on the predominance of QMV voting and its 

repercussions for the types of decisions that are favored (Hix 2005, 86). 
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There are various aspects to the concept of policy process legitimacy. The 

legitimacy of policy, the end result of the process, can be assessed on the basis of the 

procedures that govern its creation, the degree to which it satisfies interested parties in 

the aggregate, and the degree to which it addresses the original goal for which it was 

initiated. Policy making as a process can be assessed on the basis of whose input and 

preferences it aggregates, what types of information it uses, and in what manner decisions 

are made on sticky issues of standards for policy and implementation measures.   

Output legitimacy  
 

Output legitimacy refers to the trust and acceptance by constituents of policy and 

legislation. It can have differing bases, for instance procedural legitimacy or the belief 

that policy and legislation are arrived at through procedures congruent with the 

organizing principles of the state, or representative legitimacy – the idea that output 

reflects the wants and needs of those interested in the substantive policy area.   

In the EU context, we can look at several components to evaluate output 

legitimacy. First, is the output. Does it reflect expertise? Are its mechanisms of 

enforcement, economic costs, and timeliness appropriate to the objective for which it 

was initiated and for the substantive policy area? The second basis for evaluation is the 

procedures that led to this output. Which DGs and states took the lead and why? What 

legislative and implementing procedures were chosen, and how well did these procedures 

function? These questions lead us directly to the possible strategies for enhancing output 

legitimacy. The strategies include (1) measures to increase procedural and substantive 

transparency (by making the rules that govern institutions and the documents under their 

consideration available for public review), (2) attempts to increase the breadth of 
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consultation with civil society, and (3) enhancing the role of the EP as a co-legislator. In 

addition, (4) delegation of stages of the process to technocrats can be used, but this tactic 

is seen as a subterfuge by the EU institutions who want to avoid politicized aspects of 

policy and topics where member states cannot reach compromise. Finally, (5) the 

subsidiarity principle can be used to restrict the reach of EU institutions over thorny 

policy areas and contain these at the national level. The convenient method of creating 

independent agencies with bounded authority to handle politicized aspects of policy 

making is arguably at tension with the subsidiarity principle, to which EU member states 

remain committed as evidenced by its highly emphasized role in the Treaty of Lisbon 

2007.  

The fear here is that when standards or trends in policy diverge among member 

states, actors seeking one or the other extreme will push the debate to the EU level. 

However, assuming that stances on these issues are linked to other national objectives, 

the EU institutions cannot effectively reach a coherent policy. As we shall see later on, 

the result may be an independent agency composed of national experts who are tasked 

with establishing the standards that political actors could not agree on and applying them 

to cases. The question is, is it really necessary to go through this process of forcing policy 

upward to the EU level, when in the end it is still national experts who have the 

evaluative role? In practice, the answer to this question is rather complex, and we will 

return to it when examining the GMO case. 

All five of the strategies for enhancing output legitimacy discussed above have 

been employed in the EU, sometimes simultaneously, to improve reception of certain 

18 



 

policies. We will look at them in more detail when we examine the record of 

biotechnology policy.   

Input legitimacy 
 
Input legitimacy is essentially the scrutiny of the people and organizations who 

influence the policy process in order to determine whether there are procedural or other 

biases in the process. Input legitimacy has several dimensions in the EU: stakeholder 

participation and interest representation have to be conducted transparently and balanced 

with input from established national expert centers. The issue is further complicated by 

the fact that there is not uniform demand or uniform supply of input across policy areas. 

The demand and supply of input are interrelated but can be disaggregated for the 

purposes of analysis, a task that can be very fruitful since both dimensions reveal 

structural constraints to input legitimacy. 

 
Demand side 

 
There is broad consensus, at least among those who go beyond the 

intergovernmental approach to analyzing EU governance, that the European Commission 

actively structures how input of both stakeholders and experts is supplied to it (Broscheid 

and Coen 2003, Mahoney 2004, Greer et al. 2008, Wallace, Wallace and Pollack 2005).  

Expertise in various substantive issues is absolutely essential to the Commission’s 

work and specifically for enhancing output legitimacy. The Commission establishes 

Expert Groups in policy areas that require continuous, technical, substantive regulation in 

order to ensure that it is not making policy in the dark; the experts in these bodies serve 

as a sounding board for the appropriateness of policy, but they also serve as a defense 
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against claims that EU policy is made by out-of-touch Eurocrats. The distribution of these 

Expert Groups across policy areas and their composition reveal a lot about the European 

Commission’s agenda and its prioritization of policy areas and knowledge resources. An 

analysis of Expert Groups will be undertaken later in this study for the relevant policy 

area. 

Hix (2005) outlines three broadly used models of intermediation between 

competing societal interests by the state: corporatism, where the division is between 

capital and labor, consociationalism, where the division is between cultural groups, and 

neo-pluralism, where divisions are artificially enhanced by state institutions that promote 

what they think are groups representing the substantively relevant societal interest. The 

EU cannot be defined as either consociational or corporatist, because a multitude of 

groups hold sway in different policy areas, and these divisions fall along class lines in 

some areas and not in others. There are also elements of neo-pluralism in the EU, since 

the Commission directly subsidizes certain groups that represent societal interests. 

Because there are so many extant divisions within policy areas at the EU level, diverse 

strategies are employed for mediating participation and no single model is able to capture 

this phenomenon in the EU system. 

The Commission sometimes uses direct subsidies to enhance stakeholder 

participation, disbursing funds to support organizations that fit its idea of good interest 

representation vehicles (Mahoney 2004). It also exerts an influence on the extent of 

stakeholder mobilization indirectly through its agenda setting and allocation of resources, 

favoring certain policy areas over others. It is only logical, after all, that items prioritized 

on the EU agenda will be more likely to draw the attention and time of civil society 
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organizers. Finally, the process of consultation with civil society representatives that the 

European Commission uses is similar to that of creating Expert Groups. In this sphere, 

the relatively permanent bodies are Consultative Committees, while interest 

representatives not already integrated in the system can self-report on their constituency 

and the policy areas where their input is relevant.  

Through their nuanced analysis of lobbying behavior, Broscheid and Coen (2003) 

establish that the threshold for inclusion of a given organization in the consultation 

process is lowered as the importance of input to the Commission in that policy area 

increases. That is to say, the Commission seeks a greater quantity of input in politicized 

areas, where legitimacy is a greater concern.  

 The EC is also not exempt from the tendency of policy making bodies to 

select some representation organizations as ‘insider’ interests and leave others on the 

‘outside’ of the default pool of consultation. These terms are used in the literature with 

varying meaning, but for the purposes of this study Broscheid and Coen’s definition will 

be taken, whereby insider interests are simply those organizations likely to be involved in 

multiple representation events or venues across policy domains (2003, 168). How they 

come to be involved in multiple arenas will be discussed further below.  

Many scholars have attempted to undertake relatively comprehensive studies of 

lobbying behavior and success at the EU level. This daunting task was facilitated by the 

creation of CONNECCS, a registry maintained by the Commission that catalogued 

information about the constituency, policy areas of involvement, size, and location of 

groups that sought involvement in the policy making process. All the information was 

self-reported by the interest groups, which may have motivated them to over-report on 
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questions about their policy fields or constituency. Based on studies that drew data from 

the CONNECCS database, Greer et al (2003) found “systematic and predictable 

variation” by state of origin, whereby interests from the ‘core’ of the EU were favored 

over those from Mediterranean and post-communist states; population size of the state of 

origin and former experience lobbying at the EU level were also factors for inclusion. 

The preference for ‘seasoned’ interests was also found by Mahoney (2004), who 

discovered additional biases towards organizations representing multi-state constituencies 

and towards those who concur with the Commission’s integrationist agenda. It is 

interesting to note that despite the strong evidence for inclusion bias, becoming an insider 

interest was related solely to participation in multiple Consultative Committees and 

formal discussion venues, suggesting a self-perpetuating pattern of involvement in the 

policy process.  Since these dynamics are specific to each policy making instance, a more 

detailed analysis of the distribution of interest representatives in areas relevant to 

biotechnology will be undertaken further on. 

Based on their analysis of the Commission’s relationship with the sources of input 

which stipulates that participants provide expert and aggregate (across nations) 

information to it, Broscheid and Coen (2003) model the behavior of lobbyists. They 

elaborate on three patterns of lobbying at the EU level that vary by the nature of the 

policy issue – these are represented in Table 1.1. Of the three lobbying systems they 

identify, the authors conclude that those characterized by small numbers of lobbyists and 

low demands for output legitimacy (Types I and III in Table 1.1) are most commonly 

encountered (Broscheid and Coen 2003, 178-9). 
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Table 1.1: Lobbying Systems to the European Commission5 

 Type I – highly 
technical and not 
politicized issues 

Type II – not 
technical, highly 
politicized issues 

Type III – not 
technical, not 
politicized issues 

Organizational 
costs of lobbying High Low Low 

Number of 
lobbyists, breadth 
of interests 

Small Large Small 

Societal demand 
for output 
legitimacy 

Low High Low 

 
 Environmental policies, and even more so policies that straddle the ‘environment 

to human health’ interface, frequently attract broad mobilization among interests and are 

highly charged politically (Tiberghien and Papic 2006, Eckley and Selin 2004). In this 

sense, the policy areas to be examined here (GMOs and chemicals) represent relatively 

rare constellations of participants in the policy process and for this reason it is even more 

essential to describe their dynamics and draw conclusions about their outcomes.  

The EP is another venue where interests may seek to exert influence. It is often 

considered more friendly than other EU institutions to environmental and consumer 

protection organizations, although there is segmentation by DG in the degree of 

receptivity in the Commission and by state in the Council. The EP can serve to alter the 

policy discourse, in accordance with its functions (which are often limited to issuing 

resolutions) as a forum for the articulation of positions that are merging as cross-

European norms. Within the EP, legislative proposals from the Commission are 

examined by topically organized committees that are chiefly responsible for amending 

these proposals and presenting them to the full plenary session for approval or rejection 

(Hix 2005, 93). Committee membership is normally correlated with the previous 

                                                 
5 Table constructed on the basis of findings by Broscheid and Coen 2003, 178-9. 
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experience of MEPs but allocation is also based on the loosely formed party groups at the 

EU level (Hix 2005, 93-6). As outlined above, under the co-decision procedure the EP 

has a greater role in approving legislative proposals, which makes it worthwhile for 

interests to approach individual Members of the European Parliament (MEPs) either at 

the EU level or in their home state.  

The dependence on national agencies for implementation and the importance of 

voting in the Council increase the incentive for lobbying at multiple levels as well as 

across borders, when officials outside an interests’ home state prove to be more receptive 

to change. In the policy initiation and legislative stages, actors can attempt to persuade 

state governments that it is in their interest to promote a certain policy or regulatory 

instrument. In the implementation stage, they may alert the Commission of non-

compliance by a given state, or work with implementing agencies to provide models and 

information for the successful realization of policy.  

 
Supply side 
 

The supply side of input legitimacy is best dealt with in the specific context of a 

case, since what is being supplied and who is in a position to supply vary greatly with the 

substantive issue. We will return to examining the supply of input dynamic later on, but 

there are nonetheless some general observations that obtain across cases in the EU. 

The supply of input is affected by variation in the resources and discourses 

available to stakeholders, both of which can have constraining effects on their ability to 

organize. Aside from the Commission’s preference for certain types of organizations 

(long-standing, aggregative ones), we have to take into account the availability of 

financial and human resources to non-governmental organizations (NGOs) and other 
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groups that might have a stake at the EU-level policy process. It is also widely accepted 

among analysts of EU policy that industry is in a better default position to exert influence 

on the process (Rosendal, 2005) than many of these groups, due to the market-oriented, 

integrationist focus of most EU policy and the dominance of centralized information 

structures in industry.  

An additional disparity among those seeking to influence EU policy can be 

discerned in the area of expertise. It was only in the 1990s that ethical considerations 

began to be linked to ‘objective’ scientific information, and these considerations have 

still not attained an important position among the types of information that should inform 

policy in practice (Abels, 2002). Jasanoff (2005) has described this bias extensively, at 

both EU and national levels, toward natural science as purportedly purer and less 

politicized than interdisciplinary analyses that take into account the social and cultural 

effects of technology. These perceptions lead to the marginalization of alternative 

scientific interpretations and the inputs that bring them forth, from the sub-national level 

up through the chain of institutions. 

All these elements feed into a general idea that the quality of information being 

supplied matters not only for policy-makers and policy outcomes, but also for the 

suppliers. Presumably, policy is made more legitimate by being based on information of a 

good quality; but this statement is tautological if the parameters of ‘good quality’ are not 

specified. In reality, those parameters are incessantly renegotiated as attention to the 

policy process and its underlying principles shift, and yet understandings of what ‘good’ 

information is and whether it has been obtained have a continual impact on legitimacy. 

Access to policy-makers can be assumed to increase in parallel with the quality of 
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information supplied. This principle highlights the learning processes inherent in 

consultation and suggests that policy making may become better over time as a more 

comprehensive and effective consultation network is formed. This relationship offers 

insight into a factor for the selection of insider interests: policy-makers will prefer to 

make insiders those interest representatives who have reliably provided them relevant 

information in the past. Clearly, the capacity of interest representatives to generate or 

aggregate relevant and accurate information is a key factor that distinguishes them from 

one another.  

Summary: Particularities of the EU policy making process 
 

The momentum of EU policy expansion has come from the desire to make 

economic integration more complete and comprehensive, and it has led to efforts to 

harmonize practices and standards in various policy areas, although not always without 

resistance from states. Member states have ensured that measures to constrain this 

expansion have been built into the founding treaties and are reinforced through decision-

making procedures. In recent years, the EU has become concerned with its international 

position and is making concerted efforts to promote its ‘knowledge-based’ capacity. This 

drive to expand research and development and make them a cornerstone of the EU 

economy has resulted in a privileged status for novel technologies, but this status is not 

uncontroversial.  

Societal actors wishing to contest the EU agenda have a variety of access points 

throughout the process of policy making to assert their claims on normative and 

procedural questions. These claims can be made during the EC’s consultation periods, 

when comments from individual and organization actors are solicited on specific 
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proposals, or directly to MEPs and ministers at the national level. Intra-institutional 

divisions can also shape the final policy outcome, as delegative choices made at every 

step of the way determine the forum and cast of personalities responsible for moving the 

process along. Choices have to be made as to which DG must take the lead on a particular 

legislative proposal (despite frequently overlapping competences), on which form of the 

Council will vote on the proposal (a clear signal to internal and external actors as to how 

the issue has been framed and what discourse is becoming dominant), and which 

Committees in the EP have the opportunity to propose amendments to it.  

On the receiving end, the criteria for inclusion as ‘insider’ interests will tend to 

privilege some actors more than others.  The preferences that emerge from a survey of 

interests involved with the Commission and Parliament are linked to the experience of 

the organization, its constituency, and the congruence of its goals with the EC’s policy 

outlook (generally, integration). On reflection, it becomes clear that these criteria, if 

applied in the same way to all actors, would privilege industrial groups active at the EU 

level because of their pro-integration focus as well as their role as employers. In addition, 

industrial actors in most cases have a stronger resource base than non-profit or voluntary 

associations, and this factor can be important for policy-makers who are seeking input 

primarily as a source of information. Nonetheless, non-industrial interests are not 

completely marginalized. The Commission even goes so far as to lend support to some 

civil society organizations that are, by the criteria discussed above, good representatives 

of multi-national constituencies. This neo-pluralist balancing is necessary, because 

competing agendas within the EU institutions seek to draw on diverse sources of 

information and public support to enhance their legitimacy.  
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Chapter 2 
 
The EU policy making process under stress: 
The long-suffered question of GMOs  
 
“The attempt to build working routines of governance around biotechnology has called 
into question some of the founding assumptions of liberal democracy” Sheila Jasanoff 
(2005, 274) 
“Food safety regulation in the EU is embedded in broader goals and controversies of 
European integration” Grace Skogstad (2006, 235) 
“The differences in European and American policies toward GMOs have less to do with 
either economics or culture than with the emergence of a new European approach to risk 
regulation” David Vogel (2001, 18) 
 
 

What lies at the root of complications in the policy making process as regards 

biotechnology? Some analysts have argued that outward-looking economic concerns 

have been an obstacle in this area, while others look at much less frequently cited 

culprits, namely the divergent approaches to formulating and testing knowledge among 

European countries as well as across the Atlantic.  

Sheila Jasanoff (2005), one of the most outspoken and influential among the latter 

camp, contrasts several approaches employed by nations and societies to framing 

biotechnology within the context of their polity. She argues that these differences have 

implications for the type of regulatory mechanisms applied. Initially, biotechnology was 

predominantly looked at as a process, a frame consolidated in the United States during 

the 1975 Asilomar Conference. This conference was itself convened in response to the 

National Research Council’s Berg Letter, which called for a temporary moratorium on 

recombinant DNA experimentation due to potential risks (Cantley 2004, 261). At the 

conference, an emphasis on degrees of hazard was laid down as the chief evaluative 

concern with regard to applications of genetic modification. As biotechnology 

increasingly entered the market, a new frame emerged that saw it as an industry of 
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products, and the regularization of bringing products to the market resulted in a tendency 

against precaution (Jasanoff 2005, 52). Finally, Jasanoff contrasts these approaches with 

one that treats biotechnology as a program of activity: “neither simply a novel scientific 

process nor a cornucopia of new products, but a program of state sponsored activity that 

threatened important individual and collective values” (2005, 54). Interestingly, both the 

product and program frames afford the possibility of convergence between expert and 

bureaucratic opinions in favor of the expansion of applications into the market. 

Some who focus on the international trade implications of the EU’s regulations 

offer a very different view on the reasons behind the complex institutional dynamics and 

their seesawing outcomes. This alternative hinges on the fact that, at the outset of the 

controversy, most producers of GM crops were located in the United States, and a large 

share of their exports was intended for the European market. Proponents of the regulatory 

protectionism argument insist that the delays in resolving the internal conflicts in the EU, 

and the resultant stricter standards for GM products, were a concerted effort to shield, 

variably, European farmers, European biotechnology firms, or both. There are some who 

refute the argument that the EU’s comparatively stricter regulation of GMOs serves the 

goal of protecting its own companies against US products on the basis that European 

biotechnology firms have to be equally as competitive as foreign firms in both scientific 

and marketing terms, meaning that regulations would hurt them equally (Rosendal 2005, 

90). Others have pointed out that “regulatory barriers that risked slowing down the 

development of GM products were not seen in Europe as particularly costly in terms of 

foregone economic opportunities, because these opportunities were in any case likely to 

be seized by American rather than domestic firms” (Cadot, Suma-Eisenman, Traca 2001, 
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19). Since there have been no outright declarations from any EU institution to indicate 

explicitly that trade advantage considerations have tainted the debate, this argument 

remains in question, and is best dealt with in the context of specific events. As we track 

the evolution of EU regulatory measures on GMOs below, we will pay attention to points 

that are relevant in assessing the validity of the protectionism argument.  

                                                         
The common complication: Uncertainty and its effects on 
policy making 

 
Scientific uncertainty is present in these cases due to the limited knowledge we 

have of projected and unforeseen adverse effects on organisms and ecosystems both in 

direct and indirect contact with the products. This scientific uncertainty leads to a 

heightened attention to the decision-making process and the quality of information on 

which decisions are based, thus raising the input and output legitimacy requirements. The 

approach commonly taken by the EU institutions in the face of politicization of scientific 

uncertainty is a deficit model, whereby the public is thought to be distrustful of GMOs, or 

whatever the product in question may be, because it is ignorant about them (Abels 2002, 

2). This approach is shared by industry. That is to say, the predominant position among 

policy-makers and industrial representatives is not that the public is making a choice 

based on information and concerns alternative to mainstream ones, but rather simply that 

the public does not know enough. This position can be found in the literature as well as in 

direct conversation with European officials (Jasanoff 2005; Abels 2002; EC Official A 

2009).  

The case of GMO regulation has many similarities with that of chemicals 

regulation. In both cases, there was significant attention from the public and an unevenly 

distributed industry. Most interestingly, in both cases the attempt to harmonize regulation 
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at the EU level led to a debate on the applicability and usefulness of precaution and the 

particular standards and measures to be used in implementing policy, the latter being 

essentially a debate on methods to decrease or delimit uncertainty. All the parties 

involved acknowledged the existence and importance of these debates. The third case, 

pharmaceuticals regulation, provides a somewhat varied story for comparison. In this 

case, the preexisting national regulation was the densest, By contrast the degree to which 

the public was mobilized was not significant. In short, the uncertainties inherent in the 

process and the standards for authorization of new products were shielded from 

politicization by the consent of both industry and national agencies to the evolving 

regulatory regime.  

Because the condition of uncertainty prompts regulators to seek more and better 

information and this quest is reinforced by an overarching reliance on the deficit model, 

the proliferation of risk-oriented research findings can (and did in the GMO and 

chemicals cases) lead to more and different uncertainties about a whole range of issues. 

More importantly, whether risk-based research proliferates uncertainty or simply delivers 

results received in a negative way, it can lead to distrust toward the regulatory system and 

the industry proposing the novel technology. This process is described by Levidow, Carr 

and Wield (2000, 199) when they discuss how, in the 1997-9 period, expanding the 

definitions and the scope of research on “adverse effects” of GMOs6 simply led to a shift 

in focus toward finding acceptable thresholds of GM content, and not to a broadening of 

                                                 
6 Council Directive 90/220/EEC of 23 April 1990 on the deliberate release into the environment of 
genetically modified organisms, Art. 4 (1) Member States shall ensure that all appropriate measures are 
taken to avoid adverse effects on human health and the environment which might arise from the deliberate 
release or placing on the market of GMOs. http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31990L0220:EN:HTML 
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the body of knowledge or consensus on which of these effects should be regulated and 

how.  

The problem of transformative uncertainty plagued even the case of chemicals 

policy, in which initially there was consensus on the shortfalls of the system, but not 

necessarily on the way ahead (Pesendorfer 2006, 96). The essential problem in this case 

was that there simply was not data on the effects chemicals currently in use could have on 

humans and the environment. This, of course, made it impossible to make comparisons 

with newly developed alternative products or to harmonize national standards for the 

control of chemicals in any meaningful way. Prior to the establishment of the 

bioaccumulation of these chemicals as a scientific fact, the mere uncertainty about 

whether they persisted in biomass long beyond their ingestion had not generated 

sufficient concern to catalyze regulation. The 2001 Stockholm Convention on Persistent 

Organic Pollutants (POPs), which entered into force in 2004, garnered international 

acknowledgement of the adverse effects of bioaccumulation.7  

Because of chemical policy’s close interrelation with agricultural and 

environmental policy, both usually hammered out at the national level, the question of 

establishing toxicity standards, testing and evaluation methods became rather politicized. 

These discussions in the chemicals case even provoked a scholarly debate on whether 

uncertainty should be communicated to the public, in which Grill and Hansson argue 

persuasively against what they term epistemic paternalism, or the withholding of 

information about uncertainty, on the grounds that a) information is absolutely required 

                                                 
7 “Based on a Commission proposal (COM (2003) 333 final), the European Parliament and the Council 
adopted Regulation (EC) No 850/2004 [which]entered into force on 20 May 2004. The new Regulation 
…goes further than the international agreements emphasizing the aim to eliminate the production and use 
of the internationally recognized POPs.” http://ec.europa.eu/environment/pops/index_en.htm  
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for citizens to participate meaningfully in democracy and b) defining the parameters of 

uncertainty provides a better basis for private and public choices than unbounded 

uncertainty, which results in anxiety and distrust  (2005, 648-51). Perhaps if these 

insights were brought to bear more closely on those espousing the deficit model of public 

opposition their strategy for conciliation could be advanced. Recently, EC officials are 

conceding a more narrow conception of the deficit, namely that while the public may 

have its own valid opinions and beliefs about such products, it is not well enough 

informed about the body of law that governs their authorization and the safeguards it puts 

in place (EC official C 2009).  

But acceptance of the procedure and safeguards crafted by the EC is contingent 

on more than mere understanding of them. A concept created by Jasanoff captures well 

what else is needed, and what else is lacking in the case of GMOs. As originally defined,  

“Civic epistemology refers to the institutionalized practices by which 
members of a given society test and deploy knowledge claims used as a basis 
for making collective choices…[M]odern technoscientific cultures have 
developed tacit knowledge-ways through which they assess the rationality 
and robustness of claims that seek to order their lives; demonstrations or 
arguments that fail to meet these tests may be dismissed as illegitimate or 
irrational.” (Jasanoff 2005, 255) 
 

In other words, all of society is active to some degree in determining the standards for 

how to evaluate scientific claims and their sources, and how to properly value them in 

relation to claims based on ethical and social considerations. Herrick elaborates a similar 

but more specified conception when she discusses ‘cultures of GM’, or systems of 

questions and opinions raised by biotechnology that are internalized by the public, whose 

members then “socially reinterpret legislatively defined risk in order to legitimize certain 

discourses” (2005, 287). The key merit of these conceptions is that they allow for the 
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differing knowledge-legitimation practices across states to be considered as factors in 

explaining contrasting (and conflicted) policy outcomes.  

The differences highlighted by a civic epistemologies approach are incorporated 

in the institutional-legal contexts of states. Thus, in the United States, where the burden 

of responsibility is commonly placed on the producer and litigation is employed to 

enforce obligations, adversarial legalism prevails, while in the EU authority is dispersed 

among states and institutions with supermajority thresholds required for policy change, 

resulting in a meditative style (Skogstad 2006, 219-20). The contrast in contexts makes 

each system more amenable to predetermined mechanisms for holding third-party agents 

accountable to the public for externalities they produce, which is arguably the main issue 

behind the GMO controversy.  

In the United States, the principle of substantial equivalence is applied with 

respect to GMOs, and it is also used by Organization for Economic Cooperation and 

Development / Food and Agriculture Organization (OECD/FAO). This principle is based 

on the premise that the use of different production practices to yield products that are 

essentially the same should lead to process-based discrimination. But the principle still 

leaves ambiguous the exact degree of equivalence that is considered substantial 

(Lieberman and Gray 2006, 596), and results in virtually any conceivable GMO being 

exempt from potential labeling by the FDA (Herrick 2005, 290). A similar principle was 

employed in the EU under Directive 90/220/EC, where mutual recognition by member 

states of each other’s assessment was the main procedure for approval of new products. 

However, the meditative style of the European Union gave room for conflicts as to the 

appropriate standards for approval to persist, and this method had to be reformed. 
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Directive 2001/18/EC supplanted it with the principle of precaution, supplemented by 

regulations for pre- and post-market control, so under the current regulatory regime the 

process and product frames are both in operation (Herrick 2005, 289).  

But how did precaution come to be a favored principle in a collection of states 

first and foremost bound together by economic objectives? The precautionary principle 

first entered the realm of international law, although not as a fully binding principle, at 

the 1992 United Nations Conference where it was incorporated in several documents 

(Victor 2001, 316). Although it is interpreted differently in various contexts and agendas, 

the precautionary principle essentially entails the commitment to take all actions 

necessary to prevent harm to the environment and human health before that harm occurs..  

Since the early 1990s, environmentally minded NGOs and politicians have attempted to 

extend its application to a multitude of policy topics at all levels of governance with 

varied degrees of success. There has been for some time a tendency for advocacy 

coalitions, or broad networks with similar paradigmatic views, to emerge in the EU along 

a familiar fault line, where interests in favor of precaution are pitched against ones more 

narrowly focused on industrial progress (Pesendorfer 2006, 97). In Vogel’s assessment, 

“while the precautionary principle cannot be divorced from science … its growing 

popularity in Europe reflects the perception that scientific knowledge is an inadequate 

guide to regulatory policy” because it privileges responsiveness to public opinion as a 

legitimating factor for policy making bodies (2001, 29). The discourse concentrated on 

precaution became explicitly relevant to GMOs with the drafting of the Cartagena 

Protocol in 2000, which required that exporters have the explicit permission of receiving 

states for shipments of GMOs (Victor 2001, 315).  
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To summarize, some analysts believe the lack of faith in the EU’s regulatory 

regime is simply “a result of the inconsistency of enforcement of GMO regulation 

between the national governments and the supranational” level or an implementation 

deficit (Victor 2001, 304). However, even if this is in fact the case, the inconsistencies in 

enforcement are not the mere outcome of time-lag, but have been undergirded by 

disagreements on the appropriate standards and measures. Those who see an 

epistemological basis for the divergent regulatory approaches on the two sides of the 

Atlantic argue more persuasively that the biggest problem faced by EU institutions in 

terms of meeting their constituents’ demands remains that they are confusing a lack of 

knowledge (uncertainty) with trust (credibility) (Jasanoff 2005, 253-5). In confusing the 

two and insisting that measures to decrease uncertainty are sufficient to ensure the 

legitimacy of the regulatory regime, the institutions and industrial interests are 

contributing to the “simultaneous politicization of science and scientificization of 

politics” (Abels 2002, 2) which is arguably at the root of public discontent, and which has 

as yet unknown long-term political consequences.  

 
The impasse 

 
Abels (2002, 9) insists that opposition to GMOs and the trajectory of the debate 

was linked closely to questions about the nature of the EU polity. The same idea is 

echoed time and again by other scholars: “Through the 1990s, the high level of scientific 

uncertainty about the effects of GMOs on the natural environment and on human health 

has been accompanied by a similarly high level of political dispute and public distrust of 

regulatory authorities in Europe” (Rosendal 2005, 96). Even those who approach the 

issue from a trade perspective and deny the actual importance of uncertainty tend to agree 
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with this general assessment, claiming that “what drives consumers’ concerns is a distrust 

of the motives of their regulatory authorities, the honesty of their politicians, and the 

objectivity of their scientists, rather than fear of any genuine danger” (Victor 2001, 320). 

Given that so many different aspects of the collective civic epistemology of the EU are 

distrusted and challenged, how can analysts and policy-makers approach this impasse? 

The GMO case is emblematic of a situation described by Vogel and Ansell as 

contested governance, or a “pervasive sense of distrust that challenges the legitimacy of 

existing institutional arrangements [accompanied by] widespread public debate” (2006, 

10-11). Contested governance in this conception is more than just the outcome of 

politicization. It is instead a precondition for a deepening of contestation, because it shifts 

the conditions for successful mobilization by interests and privileges certain types of 

protest (Ansell, Maxwell and Sicurelli 2006, 119) because the public becomes sensitized 

to certain appeals. In this situation it appears indeed that distrust (and not uncertainty per 

se) is what allows for political entrepreneurship, by raising the stakes for the quality and 

variety of information employed in policy making and in some cases redefining the 

policy problem altogether.  

However, even the more nuanced approach afforded by an analysis using the lens 

of contested governance fails to fully capture the EU context because of the importance 

of interplay among multiple levels in that system. In Tiberghien and Papic’s version 

‘contested multi-level governance’ consists of a governing body that is simultaneously 

undergoing a transition of governing paradigms and fragmentation of its institutional 

structure (2006). They posit that because uncertainty is pervasive and highly visible in 

this situation and the legitimacy of the governing body is questioned, contested multi-
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level governance allows political entrepreneurs at different levels to assume roles that are 

disproportionate to them under normal conditions.  Few would dismiss the claim that the 

EU is experiencing a legitimacy crisis that has forced it to adapt to its own and the 

public’s changing criteria for participation and policy effectiveness, at the same time as it 

is reconfiguring its relationship to environmental policy (in terms of both the EU’s role 

vis-a-vis national governments in creating it, and the policy’s impact in legitimating EU 

institutions). These simultaneous processes are an apt illustration of contested multi-level 

governance as discussed thus far.  

 
Setting the stage 

 
At the beginning of the 1980s, the biotechnology sector was seen by EU 

institutions to hold much promise, and it became an area targeted for expansion under the 

Fifth Research Framework. It was intended to regain a leading competitive role for 

Europe in the field of products heavily reliant on research for their development. This 

attitude towards the field clearly falls within the program definition proposed by Jasanoff 

(2005, 54), but it would soon meet challenges from civil society. By contrast, the 

European chemical industry did not need explicit support, as it was already a leader in the 

world market. The importance of the chemicals industry to the EU, and its role as part of 

the single market agenda, allowed policy makers to insulate this area by holding back 

substance-specific regulation to protect economic growth (Pesendorfer 2006, 95). In the 

chemicals regulation case, there was not a simultaneous need for new marketing and 

retail strategies to stake out a place in the European market. This difference, or the 

biotechnology industry’s immaturity, is what opened up the GMO issue to alternative 

framing by the opposition.  
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The biotechnology industry is characterized by a high degree of competitiveness 

that is a crucial hurdle to companies with less capital both for research and development 

and for securing a share of the market (Schurman 2004, 258). Each product is 

undergirded by large capital investments in the development stages, and so any potential 

increase in marketing costs can be a threat to its viability. Because complex and lengthy 

authorization procedures increase the burden of pre-market investment, industry 

generally opposes limits on the duration of products’ market authorization, regulations 

requiring labeling and traceability, and the potential development regulation at the EU 

level governing the coexistence of conventional and GM crops (Rosendal 2005, 88).  

Civil society opposition dates back to the earliest days of the expansion of 

biotechnology applications, but the explicit focus against GMOs was slow to develop. 

Schurman asserts that “most of what these groups did in the first fifteen years of struggle 

involved the mobilization of counter-expertise” (2004, 252; see also Vogel and Ansell 

2006, 99). Within the field of agricultural production itself, initially there were no strong 

lobbies in the case of GMOs, although some analysts have observed in hindsight that 

conventional farmers were in a good position to act as incumbents (Schurman 2004, 248). 

The decisive factor in the absence of an organized pro-GMO lobby at ground level was 

simply that when the issue first arose, most varieties of GMOs were not crops widely 

grown in the EU (Kruzer and Cooper 2007, 1039). 

Before embarking on an analysis of the subsequent actions by civil society groups 

to organize the opposition, it is useful to consider one key question with regard to the 

expert base they were developing in the early stages: what was this expertise counter to? 

First and foremost, it countered an unquestioning reliance on industry-generated 
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information, which had disproportionate sway in terms of providing the research used in 

policy making (Rosendal 2005, 99). In this sense, organization on the part of civil society 

represented a challenge to the input legitimacy of the EU institutions. In addition, it 

countered an exclusivity of focus on criteria based in and calibrated through natural 

science. This second challenge speaks to both input and output legitimacy and is 

indicative of a push toward a more widely encompassing type of policy to come from the 

EU level. The theme of appropriate breadth and which disciplines are to be involved 

through expert representation continues to be brought up in current debate, because the 

meaningful integration of socio-economic and ethical concerns in the authorization 

procedure has proven difficult (EC official E 2009). 

One factor in the precautionary principle’s popularity with the public and some 

institutional actors in Europe is undoubtedly the series of regulatory failures associated 

with food safety that plagued the continent in the late 1980s and the 1990s. The bovine 

spongiform encephalopathy (BSE) crisis in particular is invariably linked to the framing 

of the GMO debate. Its consequences were very damaging to the Commission’s 

credibility as a guarantor of the safety of food products placed on the single market, 

because initially the EC adopted the British government’s unconcerned position toward 

societal concerns over BSE (Vogel 2001, 24). Eventually, as the disease migrated to 

humans, the Commission was forced to ban the export of beef altogether. The BSE crisis 

discredited completely, in the public’s view, the regular system of expert-led risk 

assessment. In 1999 another food scare, this time originating in Belgium and concerning 

dioxins, reiterated these concerns (Vogel 2001, 23). The food scares, and the failures in 

the food safety regulation sector that they belied, had to be addressed through a major 
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reorganization of the Commission’s capacities in this area and corresponding changes at 

the national level. EU-level changes included the creation of the Health and Consumer 

Affairs DG (SANCO) and the European Food Safety Authority (EFSA). 

 
Policy making, round one: Directive 90/220/EEC 
 

Perhaps the first question to ask about the policy process for GMOs is, how did 

this particular policy issue come to be headed by DG Environment when several other 

services could lay legitimate claims to it?  As each DG brings to the table the flavor of its 

own priorities and particular expertise, it is highly significant from a path dependency 

point of view which of them will be charged with the main responsibility for 

controversial policy proposals. So much is this the case, that recently the EC established 

the possibility for shared responsibility in policy where more than one DG saw itself as 

directly involved. The track record established through the chemicals policy case had its 

bearing in the delegation of this new thorny area:  “DG-Environment was given the 

leading role (chef de file) based on their experience in regulating dangerous substances 

and hazardous industrial activities” (Rosendal 2005, 85). Jasanoff considers this the 

battleground where the dominant frame for the topic was first established, in a “power 

struggle among the directorates, in which DG XII (Research) ultimately lost to DG XI for 

Environment” (2005, 79). Similarly, Lieberman and Gray see the divergent approaches as 

a precautionary one (DG ENV - Environment) and a developmental one (DG RTD - 

Research) (2006, 596). In Jasanoff’s view, the comprehensive approach endorsed by DG 

Research through several specially designated bodies in the 1980s simply could not work 

with the vertically segmented structure of the Commission, so a narrower view of the 

applications of biotechnology was adopted (2005, 82). This comprehensive approach, 
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which attempts to treat applications in pharmacy, agriculture, and industry in a coherent 

manner and with equal degrees of regulatory control, is the current goal toward which 

biotechnology advocates are attempting to steer the EU (Moll 2009). 

Over the same period, while the various DGs attempted to establish their 

conception of the role of biotechnology in the European marketplace, the industry began 

to organize itself and foster linkages with the institutions. During the 1980s, industrial 

interests became more unified, and by 1989 their organization, the Senior Advisory 

Group on Biotechnology (SAGB) and the Commission’s Biotechnology Coordination 

Committee (BCC, whose main goal was to increase EU competiveness in the area) were 

closely linked (Rosendal 2005, 91-4).  

On April 23, 1990 Directive 90/220/EEC on the deliberate release into the 

environment of genetically modified organisms was presented to and approved by the 

Council of Environmental Ministers. In this sense, the issue continued to be treated as 

falling under an environmental agenda, but not for long. In fact, as a horizontal measure 

and thus a law that applies immeadeately to all actors in the EU without the need for 

transposition to national contexts, this Directve transcended the vertical structure of the 

Commission, but it also led to many further disagreements among member states.  

The first step in seeking authorization for the marketing or cultivation of a GMO 

in a particular state is the submission of an application to that effect to the national 

competent authority (CA) of that state. If the CA assesses the application positively, it is 

forwarded to the EC and other member states, who may object to it within 60 days. These 

objections launch a conciliation phase, during which EC, member state, and expert 

representatives attempt to reach agreement. If agreement is reached, the application 
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moves on to a QMV vote in the Council, which should be the final authorization. In case 

a QMV decision cannot be reached in the Council, the Commission is free to make the 

final determination. In essence, this directive enshrined the principle of mutual 

recognition of assessment standards among member states in law.  

Eighteen GM products have been approved for marketing, and one for cultivation, 

under 90/220/EC (Skogstad 2003, 327). The maize vairety approved for cultivation, 

known as MON810, remains the only approval of this kind and is primarily grown by 

animal feed producers in Spain. This concentration of GM feed growers has led to the 

consolidation of Spain’s position as solidly pro-GMO in terms of voting behavior at te 

EU level. Abels cites mutual distrust of national agencies’ risk assessment procedures as 

the main cause of the insurmountable frequency of comitology conflict under the 

procedures set out for approval of GMOs by this directive (2002, 6). 

The directive also provides, in keeping with the precautionary principle, an article 

that allows member states to suspend the authorization of particular GMOs within their 

own territory if there are new indications that it poses risks to human health and the 

environment.8 The justification for such a suspension is left ambiguous within the 

directive, but the procedures laid out in it require that scientific data underpin all 

decisions about risk.  

 
Interest entrenchment 

 

                                                 
8 “Article 16: 1. Where a Member State has justifiable reasons to consider that a product which has been 
properly notified and has received written consent under this Directive constitutes a risk to human health or 
the environment, it may provisionally restrict or prohibit the use and/or sale of that product on its territory. 
It shall immediately inform the Commission and the other Member States of such action and give reasons 
for its decision. 2. A decision shall be taken on the matter within three months” Directive 90/220/EC, 
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31990L0220:EN:HTML  
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Meanwhile concerns over the degradation of farmland led to the creation of novel 

legislative instruments in 1992. According to Kruzer and Cooper, “Brussels thus pushed a 

sociocultural redefinition of the CAP that tied it to environmentalism, landscape 

preservation, and animal welfare” (2007, 1040). The redefinition entailed national-level 

policies to ‘extensify rather than intensify’ farming, whereby less taxing farming 

techniques were to be given preference.  Correspondingly, several new legal instruments 

established special status products. Northern Europe benefited from the protection of 

organically produced foods under Regulations 2092/91 and 2078/92, while the 

Mediterranean gained special recognition for traditional products designated under the 

protected designation of origin (PDO), protected geographical identification (PGI) and 

traditional specialty guaranteed (TSG) system9 (Kruzer and Cooper 2007, 1040-1). These 

legislative changes brought into being a contingent of farmers with a stake in protecting 

their particular agricultural practices from the threats of intensification and possible 

contamination by varieties of lesser or significantly different quality as a matter of 

economic interest. In the years to come, the interest group constructed around the 

protected status of these agricultural products would be of key importance for swaying 

their respective states’ national positions on GMO authorization and for reinforcing civil 

society’s claims directed at the EU level of governance. 

The climate in the public sphere changed dramatically in 1996, when US firms 

first began to send shipments of GM crops to Europe. Greenpeace, who would prove key 

in assisting smaller organizations to strategize because of its strength in balancing long 

                                                 
9 These regulations provide for products produced in certain regions, or according to certain regionally-
based processes, to be trademarked and protected from unfair competitive practices. Refer to Appendix 1 
for map of European states holding such certifications. 
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and short-term goals, symbolic and institutional politics, levels of policy, and diverse 

frames (Rosendal 2005, 104), took immediate action by meeting and protesting the 

shipments in rowboats.  The concerns articulated by Greenpeace include not only those 

based on the general principle of precaution when it comes to the environment and 

consumer safety, but also larger, philosophically based concerns with the de facto 

ownership of life forms that results from the patenting of GMOs. Although other 

opponents to GMOs did not pick up these objections, the physical entry of GM products 

in the EU provided a mobilizing opportunity that allowed them to emphasize the food 

safety aspects (Schurman 2004, 252; Rosendal 2005, 97).   

In 1997, Regulation 258/97, usually referred to as ‘the Novel Food Regulation’ 

furnished implementation measures for the Directive 90/220/EEC but more importantnly, 

“it introduced a harmonised, two-step procedure involving national food agencies and the 

Commission” in lieu of the procedurally simple but controversial mutual recognition 

principle for approval of GMOs (Abels 2002, 8). However, problems continued to plague 

the GMO regime, as member states invoked safeguard clauses against particular GMOs 

throughout 1996-1998. Faced with mounting criticism, the Commission came out with 

the White Paper on Food Safety, which recognized the need for input by experts from 

beyond natural science, but remained focused on organized interests (Jasanoff 2005, 76). 

This criticism seems well-founded because in the same year, Commission President 

Jacques Santer successfully insisted that an umbrella organization be established to 

represent the biotechnology industry’s interests (Moll, January 2009). The creation of 

EuropaBio resulted in overall improvements in the internal unity of the sector (Rosendal 

2005, 91). This development is a perfect illustration of the discussion in Chapter 1, which 
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points to the Commission’s activist role in structuring interest representation at the EU 

level. Attempts at coordinated activity by industrial interests continued, as in 1999 seven 

prominent companies established Council for Biotechnology Information to promote 

knowledge about the industry, but at the same time some companies began to withdraw, 

with three of the largest companies seeking to sell their agricultural divisions (Schurman 

2004, 243-4). 

Spurred on possibly by the consolidation of industrial interests, and in reaction to 

their informational campaigns, civil society undertook its own initiatives. Kruzer and 

Cooper claim that the anti-nuclear discourse, which relied on a combination of 

“incalculable risks and minimal consumer benefits”, served as the model frame for the 

opposition’s portrayal of the GMO issue (2007, 1043). More crucially, NGO’s expanded 

efforts to persuade retailers that stocking GM products would be harmful to their sales. 

These efforts were rewarded when, in the summer of 1998, Iceland Foods, a large 

supermarket chain in Britain, initiated a domino effect of voluntary retailer rejections of 

GM products (Schurman 2004, 254). This was not only a huge success for the opposition 

in terms of blocking GMO producers’ access to the market but an indication of its 

strategic cunning. The opposition understood the structural constraints of the food market 

and exploited them to its advantage. The food market is characterized by asymmetric 

dependence, meaning that retailers have a wide variety of suppliers of food to choose 

from, while food producers and processors are much more constrained in the array of 

actors to whom they can supply their products. In addition, food retailers are in intense 

competition with one another and for this reason they face enormous reputational costs. 

In other words, “most food retailers are giant conglomerates, they have long-standing 
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relationships with food producers and can dictate what large commercial farmers grow” 

(Kruzer and Cooper 2007, 1054). Although retailers are not inherently averse to GMOs in 

themselves, their reluctance to stock GM products funnels the negative public opinion 

and results in a domino effect on the choices of food growers (Rosendal 2005, 99). 

 
Deadlock 

 
Starting in 1997, Austria, Luxembourg, Greece, France, Germany and Italy 

instituted unilateral bans against particular GM products, invoking the safeguard clause 

of 90/220/EC. These measures could have been justified within its provisions if the 

countries had found new scientific evidence of risks to the environment or human health 

posed by these products or the technology in general. However, the Scientific 

Committees for Food, for Pesticides, and for Animal Nutrition (SCF, SCP and SCAN) 

investigated the matter and concluded that this condition was not met by the unilaterally 

acting states (Victor 2001, 303). Even so, the European Council, the final arbiter in this 

type of situation, could not come to agreement on how the unilateral bans should be dealt 

with, and they remained in place (Victor 2001, 304).  

Adding to the gridlock problem, in 1999 the Environmental Council, as a 

consequence of two declarations by cohorts of resistant states10 to the effect that 

approvals should not continue in the absence of labeling and traceability mechanisms, 

decided to revise 90/220/EC to make it more stringent (Lieberman and Gray, 598-9). 

Even this minority of member states was sufficient to prevent QMV from being reached 

by the Commission on any approvals because many states routinely abstained. These 

                                                 
10 The ‘French position’ was signed by Denmark, Greece, France, Italy and Luxembourg; and the other was 
signed by Austria, Finland, Belgium, Germany, Netherlands, Spain, and Sweden. The declarations thus 
represented, respectively, 92 and 91 of 168 votes required for QMV (of a total of 237), indicating that at 
least 77 additional votes were rejections or abstentions in each case under consideration. 
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abstentions were partly motivated by the same concerns that prompted the moratorium: a 

lack of confidence in the technology or the regulatory regime, political discord at the 

national level, and a number of other potential reasons. Analysts who have attempted to 

link voting records to national positions have had a difficult time in part because of the 

large number of abstentions at each vote. Another factor that frustrates such attempts is 

the inconsistency vis-à-vis stated national positions with which some ministers will vote 

on particular applications (EC Official D 2009). Despite these difficulties and the limited 

conclusions to be drawn from voting records in the Council, it remains clear that the 

dissent of several states and the ambiguous position of others was sufficient to prevent 

approvals from being granted under 90/220/EEC after 1999.  

The scenario described above is quite similar to the events that allowed for 

revision of chemicals policy. There also some states, Sweden in particular, took the lead 

in advocating a precautionary frame. In 1998, “the Swedish initiative was supported by 

Austria, Denmark, Finland and the Netherlands, driven at first by an advocacy coalition 

composed mainly of actors from their national bureaucracies [which] presented a joint 

paper for a broad strategic approach in an informal meeting of the Environment Council” 

(Pesendorfer 2006, 104). In this case also the proposal had to be tempered with other 

interests because of the privileged position of the chemicals industry within the EU. The 

main struggle, in contrast to the GMOs case, played out in parliament where the 

precaution agenda and the competitiveness agenda were in conflict (Smith 2008, 76). 

Eventually the competitiveness discourse came to dominate, and the resulting regime still 

favored market principles. In the chemicals policy case, there was consistent input from 
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industrial actors through the policy making process and especially in the EP committee 

battle (Smith 2008, 79). 

The moratorium on GMO approvals was, by many accounts, what catalyzed the 

biotechnology industry’s efforts to get actively involved in the policy process (Rosendal 

2005, 93), similarly to the way in which the physical entry of GM crops from the US 

catalyzed civil society to coordinate its efforts and expand its repertoire of action. 

Formerly, the industry had seen any regulation whatsoever as detrimental to its goals and 

perhaps believed that the single market agenda would preclude stricter approval 

procedures. Faced with a de facto moratorium on new approvals, firms began to engage 

in earnest not only consumers but also the EU institutions. Several industrial actors 

conducted enormous informational campaigns that, in light of the negative attention 

formerly attracted to the case by anti-GMO activists, served only to consolidate the 

public’s opinion that the biotech industry was pushing products that were somehow 

undesirable (Schurman 2004, 253). The industry’s informational strategy was premised 

on the deficit model, assuming that more information to consumers would make them 

feel safer. In reality consumers lacked not simply information about GMOs, but 

confidence in them (Rosendal 2005, 99) and the increased exposure to the issue did not 

leave them with a more favorable opinion.  

Since framing and the utilization of salient discourses become more influential 

when uncertainty is articulated as an overarching concern, the legitimacy challenge can 

affect any of the actors seen to promote the source of that uncertainty. Levidow, Carr and 

Wield affirm that the agricultural biotechnology industry was itself facing a legitimacy 

crisis, and when informational tactics did not work, it became dependent on standards 
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established by regulatory bodies for legitimation of its interests and products (2000, 204). 

The changes precipitated by the moratorium were emblematic of an important turning 

point in the policy process: suddenly, formerly resistant industry found itself cornered, 

and understood its interests to be shared with those of (at least some factions of) the EU 

regulatory bodies.  

 
Interest distribution: networks of varied actors 

 
It is useful to describe, in a coherent manner, the distribution of interests in the 

GMO case. The approach employed in this informal exercise is similar to the one taken 

by Pesendorfer (2006, 99-103) in mapping out the generalized associations of actors of 

varied types around specific policy objectives. The created categories do not refer to 

positions that are precise or constant over time, especially not pro-GM or anti-GM 

positions. The focus is instead on tendencies for these actors to act in favor of employing 

precaution with regard to GMOs or in opposition to the principle as a basis for the EU’s 

policy on these products. For this purpose, only states with a significant interest in GM 

cultivation are included in the anti-precaution network, and only states that have enacted 

bans on GM products are included in the pro-precaution network.  

Table 2.1: Interest distribution in GMO policy 

 Anti-precautionary network Pro-precautionary network 
States Spain, Portugal, Romania Austria, France, Germany, 

Luxembourg, Italy, Greece, UK, 
Poland 

Umbrella NGOs, 
Industrial actors or 

local actors 

Europabio 
Monsanto, Bayer, BASF, 

Syngenta 

Greenpeace, Friends of the Earth 
National and regional level NGOs 

Institutional actors DG RTD, DG ENT DG ENV 
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External pressure 
 

The United States had, since the first protests against its products, attempted to 

exert its influence on national governments and the Commission so as to facilitate the 

entry of GM products into the European market. Understandably, as the de facto 

moratorium was officially recognized instituted for an unspecified period of time, the US 

intensified this pressure by appealing to an international forum. After the required 

consultations with the EU, the United States, Canada, and Argentina each requested the 

establishment of a World Trade Organization (WTO) Panel in August 2003 (Lieberman 

and Gray 2006, 593).  

Lieberman and Gray (2006, 603-5) offer three interpretations of the moratorium 

(juxtaposed in Table 2.2 below) that are all justifiable by the observable events, and 

suggest that this ambiguity has been useful for the Commission and national-level 

institutions in shirking direct responsibility. A fourth interpretation, with international 

law as its referent, emerged from the WTO Panel’s deliberation. 

Table 2.2: Interpretations of the moratorium on new GMO approvals 

Proponents  1) Media, NGOs, 
politicians 

2) US, some EU 
states 

3) European 
Commission  

4) WTO Panel 

Scope Crops and food Crops and 
potentially food 

none Crops and food 
(not derivatives)

Period 1999 to 2004 1998 to present never 1999 to 2003 
Basis of 
conclusions 

Informal blocking 
by some states 
through QMV in 
Regulatory 
Committee (EC) 
and 
Environmental 
Council  

Sees 
Environmental 
Council 
decision to 
allow national 
bans as 
endorsement of 
moratorium 

Simply a hiatus; 
Previously 
approved 
products 
continued to be 
imported and 
experimental 
release 
approvals 
continued 

Failure to 
comply with 
obligation to 
carry out timely 
approval 
procedures 
resulted in 
‘undue delay’  
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In the WTO questions of food safety are mainly governed by the Codex 

Alimentarius Commission, while the Agreement on the Application of Sanitary and 

Phytosanitary Measures (SPS Agreement) may allow states to place restrictions on food 

imports provided there is ‘scientific justification’. This justification must be established 

through a risk assessment of biological and economic consequences of the introduction of 

the product (Victor 2001, 308). The 1995 case brought by the United States and Canada 

against the EU for restrictions on the import of beef raised with the use of hormones 

established two precedents of importance for the GMO case: the ability to use scientific 

opinions from alternative sources, provided they meet the WTO panel’s expectations for 

qualification, and the Appellate Body’s decision that risk assessment cannot be 

disaggregated from risk management (Victor 2001, 312). The charges in the GMO case 

were multi-faceted: that the Commission and the states who instituted unilateral bans had 

violated the SPS Agreement as well as the Agreement on Technical Barriers to Trade 

(TBT) (Lieberman and Gray 2008, 40).  There is no doubt among close followers of the 

dispute that “the transatlantic regulatory conflict over GMOs has exposed some of the 

ambiguities of the [international] legal framework for product standards,” as it required 

the panel to arbitrate on a variety of questions (Cadot, Suma-Eisenman, Traca 2001, 11). 

However, in its final decision, the WTO panel was careful not to validate either the US 

approach or the EU approach to GMO regulation (by ignoring questions of substantial 

equivalence altogether) and confined itself to judging that the EU was only in violation of 

the SPS Agreement’s requirement to carry out its own approval procedures in a timely 

manner (Lieberman and Gray 2008, 41, 45-6). Quite predictably, civil society activity 

and public opinion have also been influenced by the complaint to the WTO, but instead 
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of popularizing GMOs the dispute has unified the opposition around the cause of 

defending EU interests (Rosendal 2005, 96; Lieberman and Gray 2008, 50).  

In addition, the WTO panel included a statement in its final ruling that “ensures 

that the conclusions of the Biotech Products case do not preclude: a) the future 

suspension of approval procedures in Europe, and b) the instigation of moratoria on 

approvals of GMOs in other countries” (Lieberman and Gray 2008, 47). This 

specification is especially important given the precedent-setting nature of WTO panel 

rulings. It indicates that the complainants have failed to achieve one of their likely 

objectives for bringing the dispute to the WTO to begin with.  

The WTO assessment notwithstanding, there is broad agreement among observers 

and EC officials that pressure from the US, especially in the blunt form of a case before a 

WTO panel, was a major motivator for compromise among the internal factions of the 

Commission (Lieberman and Gray 2006, 606-7; EC Officials A, B and D 2009). Many 

take this result to indicate that a protectionist agenda was indeed behind the EU 

institutions’ dilly-dallying on approvals. However, such a conclusion presents a logical 

fallacy, if not an over eagerness to find evidence of protectionism. 

 
Policy making, round two: Directive 2001/18/EC 

 
The initial proposals for the amendment of 90/220/EC were oriented in the 

directions of deregulation and precaution (Levidow, Carr, Wield 2000, 203). In addition, 

with the advent of debate on labeling and traceability, the commercialization of GM 

foods was transformed from an all-or-nothing outcome into a series of negotiable hurdles 

(Levidow, Carr and Wield 2000, 199). Greenpeace in particular capitalized on this 
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development, channeling its efforts toward the establishment of labeling requirements, 

rather than outright rejection of GMOs (Skogstad 2003, 331).  

The product approval process under Directive 2001/18/EC hinges on a scientific 

opinion by the European Food and Safety Authority (EFSA) which addresses risks to 

human health and the environment (see chapter 3 for details). The EFSA submits its 

opinion to the Commission and member states. The Commission must, within three 

months of receiving the EFSA Panel’s opinion, issue a draft risk-management decision as 

to whether the product is authorized for marketing and if any specific restrictions should 

apply to it. The draft decision is submitted to the Council, where it must be approved or 

rejected by QMV, but this element of the approval process has proven elusive. In the 

customary absence of a QMV decision, the application is returned to the Commission 

who then has sole authority to make the decision. So far, all GMO applications that 

reached this stage have been approved.  

There is a clear bias towards approval in the way this process is structured – once 

an application is submitted for conciliation, there does not seem to be any way to reject it. 

Since the reformed directive still relies on this method, it does not present an 

improvement in terms of making decision-making more reflective of community 

positions. In fact, there has never to date been an approval through QMV, because it is 

simply too difficult to attain. There has not been a rejection based on QMV either. A 

blocking majority would require 255 out of 345 votes, but on this issue abstentions still 

often account for 100 votes or more. Since these do not count as negative votes a 

blocking coalition seems impossible (Kruzer and Cooper 2007, 1053). With no qualified 

majority, the Council is unable to exert its influence on the decision, and the EC is 
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obliged determine whether to approve or reject the application to. The practice of doing 

so has come under severe criticism from NGOs, who consider the Commission to be 

acting in disregard of popular and national opinions, and perhaps outside the lines of its 

mandate (Vetier, 2009). The EC itself has informally discussed whether this practice is 

appropriate several times, and has concluded that it is because it makes no procedural 

violations in a regime that is functioning with the assent of member states and society, 

and presumably legitimate (EC Official E 2009). 

 In addition to the directive, two regulations11 were introduced in 2003, one 

superseding the Novel Foods Regulation (258/97) and another that defines the labeling 

and traceability requirements to be applied to GM products in the EU. Abels 

characterizes these measures as enacting a “one door – one key” principle (2002, 7) 

because they are vertical instruments and thus are effective immediately at the national 

level. The threshold established for adventitious presence of GM content is 0.9 percent, 

beyond which proportion the labeling requirements come into effect (Rosendal 2005, 86). 

However, these regulations were not retroactive, leaving products approved before 2003 

outside their reach. In addition, there are post-market monitoring requirements and time-

limited approval for the market release of GM products, both of which increase the 

burden of evidence on the applicant (Levidow, Carr, Wield 2000, 203). Some see the 

labeling and traceability requirements as a compromise between the factions within the 

Commission that accommodates both the market and consumer protection agendas 

(Lieberman and Gray 2006, 596).  

                                                 
11Regulations 1829/2003/EC on Genetically Modified Food and Feed and 1830/2003/EC concerning the 
traceability and labelling of genetically modified organisms and the traceability of food and feed products 
produced from genetically modified organisms and amending Directive 2001/18/EC (see Ch.3) 
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A study funded by the European Commission12 canvassed opinions toward the 

GMO regulation regime prior to Directive 2001/18/EEC and concluded that “the 

technocratic model has led to an impasse [in reaching harmonized standards and the need 

for] redefining the policy problem” (Levidow, Carr and Wield 2000, 205). However, the 

directive can be said to have failed in this intended redefinition. In Garcia’s analysis “the 

main objectives were to extend and clarify the scope of the Deliberate Release Directive, 

to improve the administrative procedures and their efficiency and to introduce common 

principles of risk assessment” (2006, 4). These objectives clearly fall short of redefining 

the policy problem, as they build on former definitions of it (extending the scope of the 

former regime), introducing administrative improvements (refining the same approach), 

and merely restate the actual main objective—to harmonize risk assessment and 

management standards. Ansell et al.’s analysis of the significance of this last directive is 

similar, in that he argues it is “largely a continuation of the mutual recognition principles 

around which the previous regime was organized,” and more revealingly, a compromise 

with preexisting structures (Ansell, Maxwell and Sicurelli 2006, 340).  

In essence, the Commission was constrained in its scope of policy options by the 

need to incorporate the national agencies created under the former regulatory regime into 

the new one (EC official C 2009).  The conclusion that the new directive is the result of 

path dependence and is congruent with the mutual recognition principle is troubling 

indeed, since at the outset of the debate it was precisely distrust and disagreement among 

member states on assessment standards that necessitated harmonization.  

                                                 
12 The study examined public opinion in ten European countries as it was expressed in interviews, media 
coverage, official documents, and a focus group 
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The final element of the GMO regulatory framework established by Directive 

2001/18/EC is a supranational body of scientific experts that is to advise the Commission 

on the technical aspects of particular product applications. In the chemicals policy case, 

the EC attempted delegation to national agencies with expanded stakeholder consultation, 

which were endorsed at both EU and national levels, but the content of the information to 

be consulted was too highly technical, and the costs of this experiment were judged 

unacceptable (Pesendorfer 2006, 108). Eventually, the chemicals regime moved in the 

direction of EU-level coordination of standards with limited stakeholder participation. In 

the biotechnology policy area, there was agreement among institutional and national 

actors that an agency was needed, and that the need to harmonize standards persisted, but 

the argument centered on whether EFSA should have a regulatory or simply 

informational mandate (Buonanno 2006, 264). The debate and the outcomes of the 

EFSA’s operation will be dealt with in more detail in Chapter 3. 

Observers and NGO actors have criticized the directive for perpetuating reliance 

on the deficit model because the improvements it offers over the former procedure are 

increased transparency of discussions and consultation of stakeholders, which have been 

slow to take root.  It seems that critics are right in claiming that policy-makers are failing 

to distinguish between building trust and increasing knowledge of the substance of policy 

(Abels 2002, 12). 

Following the directive four of the largest producers of GMOs worldwide, 

Syngenta, Monsanto, DuPont, and Bayer Cropscience, relocated their production 

facilities from Britain to the US in 2004 (Rosendal 2005, 90). This concerted pullout 

could potentially be interpreted in two ways: industry felt so burdened by the regulatory 
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regime (whether in its current form, or in anticipation of coexistence regulation) that it 

relocated; or they thought the marketing challenges posed by a hostile public, recently 

reinforced by the labeling and traceability requirements, could not be overcome 

profitably. However, we must be cautious not to make too much of this apparent retreat, 

since the same companies continue to be leaders in the world market, as well as in the 

share of GM food imports approved for the European market. In essence, by relocating 

they were able to shield themselves to some degree from locally driven negative press 

attention while maintaining their position in the market. 

 

Trouble on the horizon 
 
Although many of the demands made by those resistant to GMOs were met by the 

directive, a crucial field was left out, one that would purportedly deal directly with 

possible contamination of non-GM crops. Coexistence of GM and conventional crops, 

the real issue for those motivated by environmental concerns or the protection of 

vulnerable crops for niche markets, was such a thorny one that the European Commission 

sought to stay well away from it. Consequently, coexistence is still regulated (or is not in 

some cases) at the national level. According to Beckmann and Wesseler (2005), the 

decision to employ the subsidiarity principle and leave regulation of coexistence up to 

national governments will lead states to devise diverse ex-ante regulation mechanisms 

(already in effect in many states) and ex-post liability frameworks (only a few of which 

have been established), although EU law prevents them from banning GM crops 

altogether. The justifications for this variation are almost universally agreed upon by 

farmers, EU officials, and non-governmental entities: farming conditions, configurations 
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and practices are themselves too multivariate across the territory of Europe to be 

encompassed by a single horizontal piece of legislation (Vetier 2009; Moll 2009; EC 

Officials A, B, C and D 2009). Despite the validity of this obstacle, disparities in state 

policies, with coexistence regimes ranging from no regulation to a few meters of buffer 

zone, to several kilometers (Beckmann and Wesseler 2005, 14) create differently 

favorable regulatory environments, and leave room for GMO applicants to pick and 

choose where they initiate the process of application approval. Taking a more optimistic 

view, Jasanoff sees this as an accommodation technique, with the subsidiarity principle’s 

application in GMO coexistence regulation serving as a metaphor for the coexistence of 

different civic epistemologies (2005, 280).  

A number of issues have arisen that are even more pressing than coexistence 

regulation. Although a threshold for adventitious content of GM crop was established for 

food products in order to proceed with labeling regulation, the same was not done in the 

area of animal feed. This presents a very urgent problem for the EU, as it depends on 

foreign feed producers for up to 87 percent of its needs (Moll, 2009) and is currently 

forced to reject feed with any GM content. In addition, Romania had a sizable population 

of farmers producing GM soy for animal feed who were forced to search for alternatives 

when the state acceded to the EU in 2007. These farmers, and livestock producers more 

broadly, have begun to engage EU institutions in attempts to arrive at a compromise 

similar to that in GM food products. Countervailing them are interests clamoring for 

labeling of animal products from animals reared with GM feed (Vetier 2009). Similar 

contestation is underway in the area of imported plant seeds. These multiple interests and 

the differentiated approaches they advocate have led to stagnation at the EU level, but 
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have so far not attracted the attention of the public as broadly as the GMOs in food 

debate. 

 
Conclusions  

 
How far were the motivations driving the GMO regulation controversy in the EU 

centered on economic interests? This question must necessarily find its answer in 

juxtaposing economic and other types of factors that motivated particular actors and 

catalyzed the key developments in the case. The economic dimensions seem most salient 

in the discourse surrounding GMOs and the goals envisioned behind proposed legislation 

at three points: (1) at the outset of the debate when biotechnology’s role in the EU 

economy was still unchallenged, (2) when the prospect of labeling allowed for alternative 

products to benefit from this special status, and above all, (3) when US trade interests 

became a factor in catalyzing greater cooperation within the EU. In other words, 

undoubtedly the economic and distributional consequences of GMO regulations entered 

member states’ as well as the Commission’s considerations, but they were not cause for a 

concerted strategy in either the precautionary or the opposite direction. The very lack of 

concerted action in the EU, and even within the Commission, indicates clearly that the 

explanation of the complications in the GMO regulation story is not simply that they 

were a protectionist ruse.  

In the end, did reform of the GMO regulatory regime resolve the original 

problems that necessitated it? The short answer may appear to be ‘no’ because 

disagreements persist in many areas among member states and among a host of other 

actors, and there are significant implementation deficits (see Chapter 3). However, the 

new regime has been functioning for over seven years now, and challenges to its 
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legitimacy, whether from within the EU or from the WTO, have not been sufficient to 

derail it. Scholars hold varied and contrasting conclusions as to what the reforms to the 

GMO regulatory regime actually amount to. It appears that democratic principles were 

sacrificed to the primacy of science although some scholars affirm that the very opposite 

took place (Skogstad 2006, 234). It may be useful for the purposes of a general 

conclusion to retrace the reform process step-by-step, matching up the turning points 

identified above with shifts in the mode of policy making being employed at those 

junctures, in order to clarify the chief considerations that affected the final outcome. 

Helen Wallace (2005, 77-89) suggests that, if one takes a holistic view of EU 

policy making, it is possible to identify several policy making modes that the community 

has used over time. The modes are proposed to have a relation to the substantive policy 

area they are usually used in. The main characteristics of the modes of policy making are 

summarized in Table 2.3. Even at first glance, the regulation of GMOs entails all but one 

of the policy making modes, especially when these modes are considered in light of the 

usual types of regulation they entail. Although the implications of coexistence regulation 

for agricultural policy are carefully being avoided by the EU institutions, the logic of 

competitiveness, the research-driven economy, and the fact that biotechnology 

represented a novel policy area already situate the GMO issue in at least three different 

possible modes. Therefore a more detailed look at the steps taken to arrive at the final 

regime is necessary in order to situate the GMO case more accurately in this framework 

of modes.  
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Table 2.3: Policy making modes (characteristics relevant to GMO case are 
highlighted)  

Mode  Policy 
making  

Policy 
execution 

Involvement 
of other EU 
institutions 

Stakeholder / 
expert 
relations 

National 
level 
involveme
nt 

Cases 

(A) 
Community 
method – 
high threshold 
for revisions  

EC 
EC, 
delegation to 
agencies 

Council of 
Ministers 
provides 
issue 
linkages, 
ECJ 
arbitration 

Coopted by 
EC 

Engageme
nt of 
national 
agencies, 
not much 
role for 
elected 
officials 

CAP 

(B) 
Regulatory 
mode – 
moving up to 
EU level to 
escape 
domestic 
constraints 

EC (policy 
objectives) 
Council of 
Ministers 
(standards) 

Executed at 
national level 

Growing role 
for EP, ECJ 
active in 
enforcement 

Extensive 
consultation, 
cooptation 
by EC, non-
economic 
interests 
channeled 
through EP 

Mutual 
recognition 
principle 

Economic 
integration, 
competitiven
ess 
 
More 
effective for 
products, not 
processes 

(C) 
Distributional 
mode / multi-
level 
governance 

EC designs 
the 
programs 

Budgeted in 
Council of 
Ministers 

MEPs begin 
to represent 
regional 
interests 

Coopted by 
EC 

(sub-
national 
competitio
n for 
funds) 

Cohesion, 
structural 
funds, 
Research 
frameworks 

(D) 
Policy 
Coordination 
/ OECD 
technique 

EC sets up 
epistemic 
communiti
es that 
bridge 
institutions  

Integrated 
topically 

Integrated 
topically 

Coopted by 
EC, large 
role for 
“independent
” experts 

 

Used to 
extend 
mandate 
claim over 
new policy 
areas = 
unclear 
political 
ownership 

(E) 
Transgov-
ernmentalism  

European 
Council 
and 
Council of 
ministers  

Cooperation 
by experts 
across 
nations 

EP and EC 
marginalized excluded 

Key 
national 
policymak
ers 
involved 

NATO, 
space 
program 

 

Initially, the GMO question was only regarded by the Commission as an aspect of 

the EU’s research program (in the 1980s). The first legislative act specifically dealing 

with the issue, Directive 90/220/EEC, was characterized by a lack of clear political 

ownership by any particular states or DGs. Both of these are elements of the policy 
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coordination mode (D), which furthermore corresponds most closely to one of the 

enduring objectives of the GMO regime, to harmonize the standards for approval of GM 

products. However, the more typical regulatory mode (B) is also descriptive of events in 

the GMO case, in particular the growing role of the ECJ as interpreter of EU legislation 

(see Chapter 3) and the increasing pressure from the EP to adhere to transparency and 

accountability standards. Other elements of the regulatory mode of policy making are 

evident in the attempt to maintain mutual recognition as the principle underpinning 

national-EC relations and in the extensive consultation with stakeholders leading up to 

the revision of 90/220/EC. Finally, Directive 2001/18/EC moved the regime closer to the 

original community method (A) by assigning implementation responsibilities to the 

Commission with the assistance of an agency network at the EU and national levels (see 

Chapter 3). The policy coordination (D) thrust was still present, however, as indicated by 

the segmentation of implementation responsibilities and the special role of independent 

scientific experts in the regime. In other words, the GMO policy making process exhibits 

elements of a regulatory mode and policy coordination with an outcome that would 

normally characterize the community method because of the high threshold for revision, 

which is indicated by the reaffirmation that despite continuous inability to reach QMV 

decisions, the system is functioning as intended (see Chapter 3). 

But what does this mean outside of the narrow context? The GMO case can be 

taken to indicate some likely trends for similarly thorny policy areas in the future. 

Clearly, the intersection of many agendas that are typically segmented in the EU 

governance structure (market integration, agriculture, environmental policy, consumer 

protection) necessitated experimentation with different policy making modes as particular 
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obstacles arose. The salience of both the economic dimension and the precautionary 

concern prevented biotechnology applications in food from being compartmentalized. 

The inability of member states to agree on the appropriate frame in which to weigh these 

contradictory approaches led to deadlock that could only be overstepped when it was 

made very urgent by the US bringing a case before the WTO. We can likely expect that 

in the future novel policy areas, especially ones involving technological applications 

surrounded by uncertainty, will also encounter coordination problems across member 

states.  

It is difficult to predict which policy areas are likely to lead to contestation in the 

EU system, since biotechnology applications other than foods have gone unopposed. It 

may be that as DNA manipulation yields marketable applications, such as artificially 

produced human organs, or applications to be used in the production of food or 

medicines, these topics may become more contentious due to the existing spectrum of 

diverging views based in ethics, religion, and profitability. If the hypothesis that it was 

the regulatory crises in food safety that primed the public for mobilization against GMOs 

is correct, then policy coordination problems may be exacerbated as the discourses 

employed in such cases build on each other, creating lasting strategies and networks of 

mobilization that respond to contestation of EU governance. Another aspect of GMOs in 

food considered a precondition for contestation is the immediacy of the concern for EU 

citizens as consumers, unfiltered through indirect or secondary relations to the single 

market agenda. If the EU institutions extend their reach into social policy, or even 

security policy, more issues may arise that have this urgency for citizens, for instance the 

use and storage of biometric information.  
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CHAPTER 3 
 
Implementation of EU policy: agency networks 
  

In considering the implementation of the GMO regime, it is necessary to follow 

the dispersion of responsibilities among EU and national actors. Broadly speaking, the 

implementation of the product approval process (established under the horizontal 

measure 2000/18/EC) is carried out by the Commission, while the implementation of 

post-authorization requirements (under several vertical instruments) is mainly the 

responsibility of national governments, with provisions for oversight by the Commission. 

In the case of product approval, the EC has seen fit to establish a supranational body, the 

European Food Safety Authority (EFSA) with advisory power in matters scientific and 

has similarly required the establishment of competent authorities (CAs) in each member 

state as a prerequisite to fulfillment of post-authorization requirements. Because 

delegation to expert agencies seems to have become the modus operandi of the European 

regulatory machine, it is necessary to lay down a foundation for the analysis of this tool 

for governance.  

 
Delegation theories applied to the EU level 

 
There is no single definition of the term ‘agency’ as applied to governance 

structures, and the definitions vary by field of study, because different characteristics and 

aspects of agencies are emphasized across disciplines. Here, the term refers to bodies set 

up by the Commission to carry out narrowly defined and highly technical implementation 

tasks. Barbieri and Ongaro examined the current 21 such EU agencies and identified the 

following characteristics as typical: the agencies have independent legal status, externally 

determined statutes, are governed by an executive director and confined to 
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implementation tasks, have very limited autonomy in financial, personnel and 

organization decisions, and are not subject to a performance contract (2008, 413-4).  

With regard to the European Union, there are two main trends in theorizing 

delegation to agencies, which largely mirror essential cleavages in scholarship focusing 

on the national level. One of these main strands is principal-agent theory, which has been 

used extensively by Kelemen (2002) in his approach to emerging elements of the EU 

governance system. In his view, these agencies serve to extend the Commission’s  

influence and reach while remaining within the constraints placed on EC power by 

national governments through the founding treaties (2002, 95). Based on this functional 

premise, Kelemen insists that agencies are only created when there is agreement among 

the principals (the Commission itself and member states) on the substance of policy, and 

are necessarily set up in a way that leaves legislative power to the EC (2002, 110). 

Looking more closely at the motivations of member states, Tarrant and Kelemen 

conclude that agency creation will occur when the distributional consequences are not 

detrimental to a (qualified) majority of states (2007, 5). In other words, delegation will 

occur when it results in negative outcomes only for a small group of states who are 

unable to block a QMV vote, and simultaneously in positive outcomes (whether direct or 

indirect, through linkage to other policy areas) for a group of states who are able to reach 

a qualified majority in favor. It is also likely that the increasingly common use of 

delegation at the EU level may make more member states amenable to such arrangements 

in the future, increasing the potential pool of candidates for the latter group. 

The principal-agent model draws criticism from a camp oriented toward more 

constructivist explanations. For instance, Borras, Koulatakis and Wendler (2007) 
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consider the principal-agent model too limited for understanding EU agencies, because in 

their view top-down functional pressures are not the only factors that have an effect on 

agency creation and design (585). Those who want to go beyond the principal-agent 

model usually argue that agencies become culture-scapes in themselves and a common 

commitment driven by professionalization gives rise to agency-specific interests (Hix 

2005, 28). However, like the more narrowly focused proponents of principal-agent 

theory, analysts of this constructivist bent agree that the convergence of preexisting 

preferences in a particular policy domain is a condition for agency formation (Borras, 

Koutalakis and Wendler 2007, 586; Groenleer, Boijn, and Kuipers 2005, 10).  

 
Constraints and controls 

 
Delegation to agencies gives rise to concerns about democratic control and 

accountability. These problems are addressed within the principal-agent model under the 

names political and bureaucratic drift. Political drift refers to the danger that future 

political office holders will dismantle or transform the agency to suit their own agenda, 

while bureaucratic drift refers to the ability of the agency to develop its own policy 

agenda and pursue goals that depart from the tasks originally designated to it (Kelemen 

2002, 96). Some scholars argue that static controls, built into the design of the agency 

through its statute and procedures, can safeguard the principals from these perils (Majone 

2000, 290-4). One key mechanism for control is the stipulation that agencies’ founding 

statutes are designed by the principals (Barbieri and Ongaro 2008, 143).  

The agencies created by the Commission have their legal basis in secondary 

legislation, or in legislation created by the Commission, and not the founding treaties of 

the EU which have the explicit assent of member states. Due to the sovereignty concerns 
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highlighted above, the founding treaties clearly limit the powers of the Commission to 

delegate tasks to external bodies. This measure is also necessitated by the EU’s 

commitment to balancing not only the traditional tensions between legislative and 

executive powers on the one hand, and efficiency and democratic accountability on the 

other, but also between the interests of individual members and the cornerstone 

integration agenda. An early case adjudicated by the ECJ in 1985, Meroni v High 

Authority, nonetheless defended the Commission’s prerogative to delegate within the 

following narrow constraints:  

• The delegated tasks were the EC’s responsibility and are 
limited to implementation only 

• The Commission remains responsible for oversight of the 
agency 

• Delegation can not result in changes in the balance of  national 
and EU-institutional powers 

(Majone and Everson 2001, 143) 
 
This judgment became known as the Meroni doctrine and is still the main referent for the 

constraints placed on the Commission and its delegated agencies. Its implications will be 

discussed below in reference to particular cases.  

Additional control measures that can be used to ensure that agencies carry out 

their functions in accordance with the objectives for which they were created include 

public transparency requirements, performance requirements set by the principals, and 

accountability to relevant judicial and parliamentary bodies through periodic review 

(Majone and Everson 2001, 148-50). Verifying the extent to which these controls are 

applied to EU agencies, on paper and in practice, is beyond the scope of this study. It is 

important to keep in mind that “a broad delegation reduces decision-making costs since 

the principal does not have to invest resources in working out the details of regulation, 
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but it increases the cost of controlling the agency’s discretion” (Majone and Everson 

2001, 154), a relationship which is also influential in the design of agencies and control 

mechanisms by the Commission. 

 
Given all these stumbling blocks, why are there agencies at the EU level?  

 
Delegation to independent agencies is frequently regarded as a means of ensuring 

commitment credibility at the national level (Majone and Everson 2001, 132-4). The 

commitment credibility problem arises when regulation of a particular policy area is 

susceptible to politicization, in which case democratic governments themselves may 

come under pressure to continually revise it. The possible result is severe inefficiencies in 

the given sector resulting from regulatory deficits in periods of adjustment. This scenario 

is quite akin to the events in the GMO case (described in Ch.2). Majone sees the 

‘parliamentarization’ of EU-level regulation as a serious threat to the credibility of its 

commitment to integration (2000, 285). Essentially, commitment credibility problems are 

the same phenomena as political drift, but reinterpreted from the point of view of the 

electorate and not the principal. Because of their role in insulating regulators from short-

term political turmoil, agencies derive much of their legitimacy from their independence. 

Nevertheless, they must still be subject to democratic accountability, and this tension is 

the basis of the European Parliament’s charges that EU agencies are not sufficiently 

accountable and transparent (Kelemen 2002, 102). 

In the EU, delegation to agencies has also been interpreted as a response to a 

capacity crisis in the EC due to the expansion of the institution’s mandate into more and 

increasingly technical areas. This capacity crisis was exacerbated by the collective 

resignation of the Commission under Jacques Santer’s presidency amid a scandal about 
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appointments and qualifications (Peterson 2006, 86-7). The establishment of independent 

agencies can serve to privilege the role of specialized experts in deliberation on a given 

topic by insulating them from actors with purely political motivations (Kelemen 2002, 

96). It could potentially also expand access to civil society depending upon the particular 

procedural and performance requirements (Majone and Everson 2001, 139). In addition, 

some scholars have pointed to the integrative benefits of specialized agencies in the 

European context: 

 “…diverse national practices can be understood as valuable expert resources 
for a different harmonization model – rather than as deviations to be endured 
or suppressed. For EU regulation in general, local variations in 
environmental values provide an essential basis for European standards.” 
(Levidow, Carr, Wield 2000, 205) 
 

This perspective suggests that divergent approaches to particular scientific questions can 

be brought together in a more productive manner in the incubated environment of an 

independent agency than they could in an intergovernmental setting, where political 

agendas are likely to prevail. 

 In any case, we can not fully answer the question why EU decision-makers resort 

to agencies unless we consider the alternatives. One alternative to an agency established 

by the EC is reliance on a self-regulating organization (SRO) which entail much lower 

transaction costs, but this set up presents its own problems. SROs are associations of 

enterprises involved in the same industry who come together to produce standards of 

conduct congruent with their own as well as governmental and societal views on best, or, 

occasionally, minimally acceptable, practices. Majone and Everson note that SRO 

standards are non-binding and responsibility for them is diffuse, questions persist about 

the reliability of self-monitoring, and they face possibility of capture by the interests 

being regulated (2001, 130-40). Looking at this alternative in the EU context, Tarrant and 
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Kelemen determine that “the choice between a European agency and [an SRO] is 

typically, in its pure form, a choice between, on the one hand, an institution which 

combines majority decisions subject to a Commission veto and, on the other hand, an 

institution which features neither of these mechanisms” (2007, 8).  

 
 
Empirical observations on EU delegation 
 

Observers have identified two waves of EU agency creation, each with its own set 

of design principles that became important points of contestation. The first wave occurred 

in the period leading up to 1994, and saw the creation of six agencies in fields of socio-

economic policy. These bodies removed from the expanding workload of the 

Commission “highly technical, labor- and resource intensive activities” (Kelemen 2002, 

101). The second wave of agency creation occurred after the entry into effect of the 

Treaty of Maastricht, which adjusted the balance of power between the Commission and 

EP in terms of influence over agency design and oversight. Accordingly, agencies created 

in this second wave have been subject to requirements for the inclusion of stakeholder 

representatives on their management boards, stricter statute definitions, and closer 

oversight by the EC and EP of their tasks and procedures (Kelemen 2002, 104-5). Some 

already existing agencies, such as the European Medicines Agency (EMEA), were also 

reorganized in order to facilitate the transparency and accountability agenda.  However, 

in some cases the inclusion of non-state representatives comes without voting rights, as in 

the case of the European Chemicals Agency (ECHA), leaving the predominantly 

intergovernmental mode of decision making in place despite increased access to 

proceedings for particular designated stakeholder groups.  
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Because of the segmented structure of the Commission, which determines to a 

large degree the way in which delegated implementation by agencies is approached, it is 

very difficult to make general statements about this phenomenon. Most studies of EU 

agencies have been, until recently, focused on a particular policy area or a close 

comparison of several agencies. More and more scholars are now attempting to derive 

generalizations and models applicable to the increasing number of EU agencies, in pace 

with the growing recognition that they have become a lasting and characteristic feature of 

EU governance. In just such an attempt, Barbieri and Ongaro (2008) apply a public 

management approach to categorizing EU agencies along several dimensions identified 

as constitutive of public agencies, in order to determine whether they can describe a 

European type of agency (398-400). They find a high degree of homogeneity in the 

features of EU agencies as compared to homogeneity found among agencies the national 

level (Barbieri and Ongaro 2008, 413-4). The implications of their findings appear to 

confirm the supposition that agencies at the EU level are little more than functionally 

specialized extensions of the Commission. Clearly, the mode of control via statute design 

is employed by the EC, along with attempts to ensure that the executive director shares 

the principals’ objectives, as evidenced by appointment procedures for this position (see 

Table 3.1). In addition, the Meroni doctrine restrictions serve to protect the 

Commission’s preponderance in policy making, including budgetary and personnel 

decisions. The picture painted thus far is indeed of agencies of a very specialized and 

restricted nature, but it could perhaps be made clearer by considering several particular 

examples. 

 
Product approval mechanisms: three multi-level agency 
networks 
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The preponderance of member state influence in the Council, whose approval is 

necessary for the creation of an agency at the EU level, use of the ‘hub and spokes 

structure’ to ensure that these agencies remain reliant on preexisting national competent 

authorities (CAs) for particular steps in the implementation of product approval 

procedures (Tarrant and Kelemen 2007, 31). Other scholars have also insisted that 

avoiding isomorphism of the national CAs, or the mere duplication of form and function 

at the EU level, has been a way for EU agencies to enhance their credibility (Groenleer, 

Boijn and Kuipers 2005, 19). The resulting situation leaves a lot of room for the 

continuation of mutual recognition of national standards in less controversial areas and 

the performance of aggregative functions by the EU agencies in areas where scientific 

judgments have become politicized.  

The following sections will examine the structures and procedures that make up 

the three regulatory networks relevant to cases discussed in this study with a view to 

illuminating the implications of these networks’ design and practices for effectiveness 

and democratic accountability. Some key features of the EU agencies concerned are 

summarized in Table 3.1. 
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 Table 3.1: EU-level agencies – some key features13  

 EFSA EMEA  ECHA  
Tasks Review 

environmental and 
human health risk 
assessment, 
monitoring and 
emergency plans;  
Issue opinion to EC 
 

Coordinate 
evaluation by 
national agencies; 

Verify dossiers and 
testing proposals; 
Coordinate evaluation 
by national agencies; 
Prioritize substances; 
Publicize list of 
priorities 

Management 
board 

10 member state 
reps,  
4 from either 
consumer or 
industry 
organizations,  
1 EC rep 
 

27 member state 
reps,  
2 patients’ 
organization reps, 
1 doctors’ and 1 
veterinarians’ 
organization reps, 
1 EC rep, 
1 EP rep 

27 member state reps, 
3 EC reps, 
3 independent experts 
appointed by EP, 
3 interest reps without 
votes 

Executive 
Director 

Proposed by EC, 
approved by 
management board 

Proposed by EC, 
approved by 
management board 

Appointed by 
management board 

Committees / 
procedures 

1 Scientific 
Committee 
10 Scientific Panels 
 
All appointed by 
management board 

CHMP, CVMP, 
COMP, HMPC, 
PDCO, CAT 
 
Made up of national 
reps 

Risk Assessment, 
Socio-Economic 
Analysis 
 
All appointed by 
management board 

Budget EU budget subsidy 
(debate on whether 
to become fee-
based) 

EU budget subsidy 
Fee-based (main 
part of budget) 

EU budget subsidy 
Fee-based (intended to 
be self-financing, but 
fails to be so) 

 

                                                 
13 Table based on Groenleer, Boijn and Kuipers 2005, Stanton 2005, and EU agencies’ webpages: 
http://echa.europa.eu/about/organisation_en.asp 
http://www.emea.europa.eu/htms/general/contacts/MB.html  
http://www.efsa.europa.eu/EFSA/AboutEfsa/efsa_locale-1178620753812_WhoWeAre.htm  
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European Medicines Agency (EMEA) 
 
The EMEA is rather emblematic in studies of EU delegation, because it is on the 

freer end of the spectrum of autonomy from the Commission, and so it draws the 

attention of many scholars who study this mode of EU governance. Nonetheless, it would 

be a grave oversight not to claim that the EMEA’s history can be taken as representative 

of any general patterns. The context of its creation was exactly that predicted by ideal 

type models, namely one characterized by a high degree of preference convergence 

among member states and a low degree of public attention.  

 Risk assessment provisions: Within the pharmaceuticals authorization regime, there 

are two distinct procedures. The decentralized procedure applies to traditional products 

(essentially all but biotechnology pharmaceuticals), and is still based on mutual 

recognition, meaning that for a large variety of products the authority remains with 

member states. The decentralized procedure requires applicants to submit their case to a 

national competent authority (CA) first, and once it has been approved, to five more 

national CAs. At this stage the additional national CAs may submit objections to the 

Commission’s Committee for Proprietary Medicinal Products (CPMP) within 3 months 

of receiving the application, and the CPMP must pronounce its opinion within 2 months. 

However, the CPMP’s role in this procedure is only advisory. Objections to particular 

applications arose very frequently, and arguably for political reasons, and time limits 

were frequently violated (Vogel 1998, 4). Formerly all products underwent the 

decentralized procedure, but with regard to biotechnology applications in the 

pharmaceuticals industry (referred to as ‘red biotech’ by the industry) this coordination 

method failed to facilitate the necessary harmonization of national standards (Majone and 
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Everson 2001, 134). The centralized procedure, instituted since 1987, was “designed 

especially for biotech and high technology products, since Brussels reasoned that it 

would be easier to harmonize standards that had not yet been created” (Vogel 1998, 5). 

Under the centralized procedure, applications are made directly to the CPMP, which has 

7 months to evaluate them. National CAs can then make objections within a month. 

Initially, the centralized procedure was also not binding. It was only after the Maastricht 

Treaty in 1992 that it became so, and the CPMP became, along with other relevant 

committees (see Table 3.1) a part of the EMEA. In the end, for biotechnology medicines, 

the capacity and authority to conduct risk assessment rests with the national competent 

authorities (CAs), under the EMEA’s coordination, and the final decision on 

authorization still rests with the EC.  

Majone considers the EMEA and the pharmaceuticals regulatory regime “the 

greatest success story of EC regulation, because he sees it as a credible EU agency whose 

establishment required a decrease in member state authority, but resulted in efficiency 

improvements to the authorization process for products under the centralized procedure 

(2000, 281). On the other hand, the EMEA has also drawn criticism, albeit not as ardent 

as that directed at some other EU agencies, for its failures in aspects that have become 

increasingly important in evaluating EU governance. Abraham and Lewis portray the 

EMEA as the epitome of transparency failure, citing its refusal to provide them with 

assessment studies for a project aimed at discerning whether a leveling down of national 

standards was occurring (1999, 1664). They also question the regime’s credibility on the 

grounds that it presents significant room for capture by industrial actors, because narrow 

time limits and the motivations of national agencies who collect fees from the applicant 

76 



 

place the burden of proof on those contesting the safety of assessed products rather than 

on the applicant (Abraham and Lewis 1999, 1665). An additional cause for criticism 

against the pharmaceuticals regime is the reliance of the EMEA on information provided 

by producers, which also forms the basis of the risk assessment by CAs. These elements 

of the framework’s design result in very close ties between regulators and producers that 

begin in the product development stages and carry through the application process. All of 

these elements contribute to what has been described by a minority opinion as a “highly 

privatized form of corporatist regulation with the EU, in which [consumer] health 

interests are defined very much within the industry’s agenda” (Abraham and Lewis 1999, 

1665). 

 
European Chemicals Agency (ECHA) 
 

The former regime divided chemical substances into two lists, one of those 

exempt from regulation, and the New Substances List, but this system still did not 

encompass many chemicals and hindered innovation due to drawn out assessment and 

approval timeframes (Stanton 2005 232). This system was comprised of three horizontal 

and one vertical instruments that combine market integration and consumer protection 

goals,14 but concerns that both of these goals are not well served necessitated reform 

(Hansen and Blainey  2006, 270). The Registration, Evaluation and Authorization of 

Chemicals (REACH) regime, in effect since June 2007, is still based on risk-assessment, 

with precautionary procedures envisioned for the most noxious chemicals. The 

Environmental Council adopted it, and it is expected to encourage the rapid substitution 

                                                 
14 Directive 67/548/EEC and Directive 1999/45/EC (classification, packaging and labeling of dangerous 
preparations); Directive 76/769/EEC (restrictions of marketing and use of chemical substances); Regulation 
793/93/EEC (evaluation and control of existing chemical substances); Hansen and Blainey 2006, 270 
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of dangerous chemicals with alternatives safer for human health and the environment 

(European Commission 2006). The European Chemicals Agency was created in the same 

month in fulfillment of the REACH regime.  

Risk assessment provisions: capacity and authority to conduct risk assessment 

rests with CAs, under ECHA’s coordination as in the pharmaceuticals case. There are 

provisions for ECHA to collect application fees in certain cases, but applicants have been 

able to manipulate these provisions so that they only pay applicable CA fees, creating a 

significant financial deficit for the agency (Dancet 2008). The final decision on 

application approval rests with the EC, who is also responsible for the oversight of 

downstream uses in the marketplace. Oversight is carried out through requirements for 

producers and downstream users to report quantities and purposes of chemical use or 

resale directly to the Commission (793/93/EEC). These requirements are clearly distinct 

from the GMO regimes, where post-market monitoring is not centralized.  

Hansen and Blainey see the ECHA and the REACH regime as a continuation of 

horizontal decision making on the allowable standards for risk posed by chemicals, 

combined with a market-based approach to information dissemination (2006, 278-9). 

Before its actual institution, Stanton claimed that the draft REACH regime “represents an 

unstated application of the precautionary principle” (2005, 235). There is general 

agreement that in the chemicals case, harmonization of national standards is achieved 

(Winter 2006, 60). The verdict on the incorporation of the precautionary principle is not 

so clear, because the regulation15  “does not mention the precautionary principle, at least 

                                                 
15 Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 
concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), 
establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council 
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not explicitly [but uses] the term ‘risk’ to describe the situation that may trigger 

management measures” (Winter 2006, 61). Despite this ambiguity, the precautionary 

principle has become a part of the EU body of treaty law, and does not need to be 

reiterated in secondary legislation in order to be applicable.  

 
European Food Safety Authority (EFSA) 

 
The EFSA’s functions are limited to furnishing scientific advice with regard to 

specific decisions before the EC that fall under food safety and identifying emerging 

topics that policy-makers may want to consider with regard to technology. A detail that 

attests to the very limited role of the EFSA is that it is termed an ‘authority’, and not an 

‘agency’ like the other bodies under consideration, although it still shares the general 

characteristics of EU-level agencies discussed above. The EFSA works on issues in all 

areas of food safety, but this study confines itself to its functions in the GMO regulatory 

regime. 

  The EFSA’s creation was directly preceded by and linked to several food safety 

crises in the EU (see Chapter 2). Although it became clear as a result of these regulatory 

crises that more capacity to identify and assess risks and to manage them was necessary 

at the EU level, concerns about delegating such enormous responsibility to a concentrated 

group of experts persisted. It was thought at the time that to give the EFSA a regulatory 

mandate was perhaps to concentrate too much power and discretion over this already 

thorny policy area in a single, expert dominated, entity. The Commission finally 

determined to limit the EFSA’s mandate to informational purposes, citing among the 

reasons behind this decision the Meroni doctrine and the importance to maintain 
                                                                                                                                                 
Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 
76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC 
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democratic accountability for food safety policy (Buonanno 2006, 264). Additional 

concerns were articulated by the Council, speaking out in defense of subsidiarity, and the 

Parliament, insistent on high standards for transparency (Buonanno 2006, 269). These 

concerns still resurface occasionally in regard to particular food safety policies. The final 

structuring and design of EFSA embodied an attempt to disaggregate risk assessment 

from risk management in order for the Commission to retain its legislative role but still 

benefit from a concentration of scientific expertise. The way in which a distinction 

between risk assessment and risk management is intended to work can be discerned in 

Box 3.1. 

Box 3.1: Definitions used by the EU institutions in the governance of GMOs to 
delineate fields of responsibility16 

Handling of risk(s) should follow a structured approach, which consists of three basic 
elements … 
• Risk assessment can be described as “a process of evaluation of the attendant 
uncertainties, of the likelihood and severity of an adverse effect(s)/event(s) [and] 
comprises four steps: hazard identification, hazard characterization, exposure 
assessment and the integrative risk characterization. … The risk assessment is a 
scientific exercise. 
• Risk management is the process of weighing policy alternatives in the light of a 
risk assessment(s) and of other relevant evaluations, and, if required, of selecting and 
implementing appropriate control options. … 
• Risk communication is the interactive exchange of information and opinions 
throughout the risk analysis process concerning risk. It should involve not only risk 
assessors and risk managers, but also consumers and a wide rage of other actual and 
potential stakeholders. 

 

The European Food Safety Authority, and the attempted disaggregation of risk 

assessment from risk management, have drawn criticism by observers and applicants for 

failing to present an adequate adjustment from the previous regime. For instance, 

although risk communication is supposed to be ongoing and all-encompassing, and 

                                                 
16 Updated Guidance Document for the Risk Assessment of GM Plants and Derived Food and Feed. The 
EFSA Journal (2008) 727, 14-15. 
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responsibility for it presumably shared by all, it is not clear what types of information 

should be communicated and under what conditions. More importantly, it is not clear 

whether there is expected to be any type of feedback from risk communication into the 

structures that manage it, which means that communication can easily flow one way only 

as predicted under the deficit model. The artificial divorce between risk management and 

assessment has also been interpreted as an obstacle to the standardization of assessment 

measures (Majone and Everson 2001, 135). 

Risk assessment provisions: Under the provisions of Regulation 1829/2003/EC, 

companies wishing to apply for authorization for market release of GMOs must approach 

a national competent authority. The CA has 90 days to compile an assessment report. The 

CA must inform the EFSA of such applications, and the EFSA transmits this information 

to all other member states and publicizes it. It includes a technical dossier containing 

methods of detection of the GM content and scientific studies carried out in the process 

of assessing risks to consumers and the environment. If the application is found to 

provide insufficient information, a request for additional data can be made of the 

applicant by either the EFSA or the CA. After the initial CA report is completed, other 

member state CAs may submit reasoned objections, and unless these are withdrawn 

during a period of conciliation, their particular causes are forwarded to the EFSA.  

Once the application has been submitted to the EFSA’s Scientific Panel on 

Genetically Modified Organisms, which can task the competent authority with 

conducting further specific assessments, the Panel has six months to issue an opinion. 

Upon completing its evaluation, the Panel issues an opinion in official advisory capacity 

to the Commission and member states. The EFSA Panel’s opinion must also be 
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publicized and citizens may make comments on it to the Commission within a month. 

Thus far, of 48 opinions on the safety of GMOs for food and feed uses, all were judged 

“as safe as conventional varieties” and “unlikely to have adverse effects” on consumers 

and the environment; only one opinion indicated the Panel was divided in its conclusions, 

and only two opinions recommended further environmental risk assessment.17  

Regulation 1829/2003/EC also specifies the conditions under which the EFSA can 

be challenged (Art. 36): 

“Any decision taken under, or failure to exercise, the powers vested in the 
Authority by this Regulation may be reviewed by the Commission on its own 
initiative or in response to a request from a Member State or from any person 
directly and individually concerned. To this effect a request shall be submitted to 
he Commission within two months from the day on which the party concerned 
ecame aware of the act or omission in question.” 

t
b
 

Assuming full transparency of the procedures and opinions of the EFSA, citizens and 

states can hold it to account within the legislative framework. However, these ideal 

conditions rarely obtain within the time limits for submission of concerns, so the 

Commission is the chief principal to whom the EFSA must account. For the most part 

their relations are amicable, because EC officials are forced to balance their expectations 

of the EFSA’s performance with concerns that challenging particular Panel opinions is 

tantamount to undermining a regime that they worked very hard to establish.  

This situation can make individuals in certain positions quite influential. One 

example is Commissioner Stavros Dimas, who was active in framing the coexistence 

debate in terms of farmers’ freedom to choose which crops to grow and insisting that sub-

national voluntary associations of GM-free farmers should not be repressed (Dimas 2006, 

5). More importantly Dimas decided in 2007, with the support of several member states, 
                                                 
17 Data from the EFSA’s Register of Questions, which catalogs all questions posed to it by EU regulatory 
authorities. Only adopted opinions were included. Withdrawn applications and ones in progress were 
excluded. 
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to challenge the EFSA’s opinions on two varieties of GM maize proposed for marketing 

and cultivation (Vetier, 2009). After compulsory reconsideration, the GMO Panel 

reiterated its opinion that the varieties were as safe as conventional maize; it was 

subsequently requested by the Commission to consider evidence to the contrary from 11 

scientific studies conducted by independent experts, but the Panel still insisted that these 

did not contradict its conclusions (EFSA, 29 October 2008). These developments 

precipitated internal tension in the EC, and generated the agenda for discussion at its 

periodic orientation debate where officials from across services come together to discuss 

common positions on topics related to GMOs (EC officials B and E 2009). As a result of 

such conciliation exercises, most EC officials maintain publicly that since the Dimas 

episode genuine attempts have been made to balance the input of expertise to the EFSA 

and as a result “EFSA is trusted, period” (EC Official C 2009).  

Most of the actors identified in the anti-GMO network (see Chapter 2) still 

consider the EFSA biased in favor of biotechnology because of the composition of its 

panels, and more generally because it has never delivered a negative opinion. Its track 

record may not necessarily belie a bias if applications are only submitted for products that 

meet the EU’s criteria, a condition that is likely to obtain given the biotechnology 

industry’s high capacity to make such strategic distinctions. However, the challenges by 

Commissioner Dimas weaken this argument. In addition, Greenpeace has furnished the 

GMO Panel with alternative scientific studies and challenged the validity of particular 

studies used in its risk assessments, but to no avail (Vetier 2009). 

As for the biotechnology industry, generally there are no complaints as to the 

scientific soundness of the EFSA’s opinions and a cooperative relationship seems to have 
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emerged. Industry actors nevertheless frequently target the EC in their complaints over 

delays caused by its requests for further information, because when these occur ‘the clock 

is stopped’, and time elapsed in furnishing the information does not count toward the 

deadlines to which the Commission and EFSA are subject.  

 
Beyond EU-level product approvals: an implementation 
network for GMOs  

 
Following the Santer Commission’s resignation, Romano Prodi became President 

of the newly formed Commission, which underwent restructuring to bring it closer in line 

with its expanding responsibilities and the expectations of the public. One change was the 

creation of the Health and Consumer Affairs DG (SANCO). Although the Environment 

DG (ENV) had formerly headed all matters related to GMOs, the aftermath of the BSE 

crisis and the reactive surge of distrust led to GMO regulation being housed under DG 

SANCO (Levidow, Carr and Wield 2000, 200-1). Despite this change though, 

implementation of the regulation pertaining to cultivation of GMOs remains the 

responsibility of DG ENV, while coexistence regulation, if it ever materialized at the EU 

level, would fall under DG Agriculture (AGRI)’s responsibilities (see Table 3.2). This 

division of labor mimics the compartmentalization that normally leaves policy areas 

within the purview of a single DG. However, since the DGs also have an incentive to 

protect their influence over relevant policy areas, optimization of task delegation is not 

necessarily a priority. Herrick offers a simple explanation for the trifurcation of 

implementation responsibilities for policy concerning GMOs: “since GM crops are 

simultaneously and inextricably tied to fears over human health and the environment, risk 

management will always be in contested territory” (2005, 288). Since not all of GMO 

policy falls neatly within a segment of the Commission, it was necessary to distribute 
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implementation responsibilities among several DGs. However, the substance of the 

policy is not the only cause for this complicated scheme; path dependence is always a 

factor in EU governance, because each compromise requires considerable conciliation. In 

addition to being treated under several DGs, the present GMO regime presents a classic 

case of member states insisting on a continued role for the CAs that the previous regime 

required them to create and fund (EC official B 2009), leading to the hub-and-spoke 

structure predicted by Tarrant and Kelemen (2007) in post-market measures.  

Table 3.2: Differentiated pathways – implementation of the GM regulatory 
framework 

Legislative 
act 
and 

substantive 
area 

2001/18/EC 
 

Research 
Purposes (field 

trials) 

2001/18/EC 
 

Cultivation of crops 

Regulations 
1829/2003/EC and 

1830/2003/EC 
Market release (food 

imports) 

Guidelines 
from EC [no 

legislative act] 
Coexistence 
of GM and 

conventional 
crops 

Executive National CAs DG ENV DG SANCO DG AGRI 

Principle Subsidiarity 
principle 

Precautionary 
principle 

Single market 
principle 

Best practices, 
not binding 

Procedure 

Manufacturer 
applies to 

national CA 
that can 

authorize 
research after 
consulting the 

public 

1. Manufacturer 
applies to national 

CA and EFSA, 
submitting 

environmental and 
human health risk 

assessment, 
monitoring and 

emergency plans. 
(If rejected, can apply 

in another state)  
2. Conciliation with 

other states (EC) 
3. Co-decision: 

Council must reach 
decision through 

QMV 
(if not, EC makes the 

decision) 

1. Manufacturer 
applies to national 

CA and EFSA, 
submitting 

environmental and 
human health risk 

assessment, 
monitoring and 

emergency plans. 
(If rejected, can apply 

in another state)  
2. Conciliation with 

other states (EC) 
3. Co-decision: 

Council must reach 
decision through 

QMV 
(if not, EC makes the 

decision) 

N/A 
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In order to make the GMO regulatory framework enforceable, DG RTD 

established the European Network of Genetically Modified Organisms Laboratories 

(ENGL) in 2002. This network consisted, initially, of 45 laboratories whose tasks were to 

develop and validate methods for tracing GMOs, and through central coordination to 

furnish best practice examples (European Commission 2002a). The ENGL’s purposes 

were publicly framed in terms of protecting consu.mers’ right to choose certain products 

by establishing reliable testing facilities to execute labeling requirements (European 

Commission 2002b). Despite the central coordination of this network and its expansion 

with the growth in Union membership, its role is limited to matters concerning scientific 

methods of the laboratory facilities.  

The implementation of post-market mechanisms is the responsibility of national 

governments with oversight from DG SANCO. Since its creation in 1995, DG SANCO’s 

scope of responsibilities and the demands placed on it by national regulators have simply 

exploded. Because of the EC’s general imperative to extend the integration agenda into 

new policy areas, new areas of legislative development are prioritized over the 

implementation of existing requirements. This leaves, in practice, a lot of discretion to the 

designated CAs, who are required by 2001/18/EC to monitor GM content in marketed 

products through practices outlined in Regulation 1830/2003. 

 

Implementation of post-market GMO labeling and traceability  
 
DG SANCO conducted several missions to assess the implementation of the 

GMO regime from 2005 to 2007. Each mission involved a small number of states, and 

each particular inspection involved one or a few CAs within that state, as well as a review 
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of the general legislative and institutional procedures in place. The results of these 

missions are available through the Food and Veterinary Office’s database of inspection 

reports18 (see Appendix 3). 

In all cases (which include 15 countries in a total of 17 instances – France and 

Italy, significantly, having been inspected twice each) the missions found national 

provisions mostly adequate. Nearly all of the member states that were examined had 

deficiencies in sampling methods vis-à-vis the Commission’s recommendations in this 

regard, and several states had allocated inadequate financial and human resources. 

Interestingly, in 2006 the UK still did not have its own laboratory and sent samples for 

testing to other member states. These implementation deficiencies were addressed 

through recommendations made to the member states, to which they were required to 

respond with action plans. 

One naturally wonders how these particular states were chosen for inspection. No 

rationale is provided within the mission reports, although it is reasonable to assume that 

former knowledge within DG SANCO about the progress of implementation across states 

informed its choices. A pattern also emerges when considering these choices in the larger 

context of GMO policy: the overlap is not perfect, but 10 of the 15 inspected states were 

active in articulating a strong position for or against the GMO regime (Table 2.1). By 

focusing its inspections in states that have been outspoken in defending one or the other 

position, the Commission can point to its equal treatment of both camps and its effort to 

even the playing field for GMO products in accordance with its regime.  

Presumably, it was concern about the adequacy of the action plans submitted in 

response to the first inspection and their overall lack of willingness to comply with the 
                                                 
18 http://ec.europa.eu/food/fvo/ir_search_en.cfm 
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GMO regime that resulted in Italy and France being inspected repeatedly. Both of these 

states had also invoked safeguard clauses, and both hold a high number of PDO and PGI 

licenses (see Chapter 2 and Appendix 1). In addition, France is a special outlier because 

its failure to transpose Directive 2001/18/EC into national legislation, from the entry into 

effect of the directive in 2002 until 2008, eventually resulted in a lump sum sanction by 

the ECJ of 10 million Euros (European Court of Justice, 2008).  

 

Making a point: safeguard clause invocations and general bans 

There have been nine invocations of the safeguard clauses under Directives 

90/220/EEC, then 2001/18/EC, and one under Regulation 258/97, then 1829/2003/EC 

(see Chapter 2 for details). In addition, an Austrian province banned the cultivation of 

GMOs in 2003, and Poland issued a general ban on GM seeds in 2006, which is not 

aimed at a specific product and thus can not be defended under the safeguard clauses. 

Since these bans were not premised on a safeguard clause for a particular product, after 

initial informal attempts to dissuade the state from this course of action the Commission 

determined to initiate infringement proceedings before the European Court of Justice. 

The Austrian case resulted in an ECJ ruling that the measure must be terminated, while 

judgment on the Polish ban is still pending. 

The Commission and particular stakeholders also contested the invocation of 

safeguard measures against specific GM products as political actions to prevent the 

single-market aspect of GMO regulation from coming into effect. The first step in 

contesting a safeguard measure is to submit the decision and its justifications to the EFSA 

for an evaluation, since the justifiability of the measure turns on the availability of new 
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scientific information that would contradict the original risk assessment for the particular 

product. In all cases published so far, the GMO Panel has not found this condition to be 

satisfied by the state enacting the safeguard measure. After this initial step, the 

Commission will typically attempt to persuade the member state to terminate the 

measure. In cases where the measure remains in place, the Commission has the option of 

submitting the case to the ECJ for infringement proceedings. The ECJ can rule on the 

appropriateness of the safeguard measure as well as on which party should bear the costs 

resulting from it. However, the Commission has not resorted to this procedure in cases 

where a particular product was concerned, reserving it for general bans only (Anonymous 

Commission official (d), 2009).  

Table 3.3: Safeguard clause invocations and general bans (highlighted) and their 
consequences19  
Date of 
invocation 

Invoking 
member state 

EFSA’s GMO Panel opinion / 
ECJ proceedings 

Feb 1997 Austria No new evidence; product withdrawn by EC in 2007 
Mar 1997 Luxembourg No new evidence; product withdrawn by EC in 2007 
Nov 1998 Greece No new evidence; product withdrawn by EC in 2007 
Jun 1999 Austria No new evidence 

May 2000 Austria No new evidence 
Jan 2005 Hungary  No new evidence 
Jan 2006 Greece No new evidence 
Apr 2006 Austria No new evidence 
Apr 2007 Germany  N/A - Measure withdrawn May 2007 
Jul 2008 Austria Not published 

Mar 2003 Austria EFSA: No new evidence 
ECJ: Joined Cases T-366/03 and T-235/04, ECJ 
ordered the action dismissed; Austria appealed the 
decision, but the appeal was dismissed (Joined Cases 
C-439/05 P and C-454/05 P) 

May 2006 Poland  EFSA: N/A 
ECJ: EC initiated infringement proceedings Apr 2008 
(Case C-165/08) 

 
 
                                                 
19 Table compiled from data found in searches of EU databases Rapid (press releases)  
http://europa.eu/rapid/  and CURIA (recent case law, http://curia.europa.eu/jurisp/cgi-bin/form.pl?lang=en , 
and EFSA’s database of opinions 
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Summary and implications  
 

Implementation of the post-market stages of GMO regulation, which cover all but 

the single variety approved for cultivation in the EU, is in the hands of member states and 

they can determine the resources allocated to it and degree of vigilance that is exercised.  

Despite generally satisfactory results, the Commission’s inspections of national facilities 

revealed that many were lacking in both respects, with inadequate resources and 

sampling practices being the most common criticisms to CAs. The vigilance of the 

competent authorities does not come under scrutiny in a regularized manner, and the 

growing demands put on DG SANCO may prevent it from addressing the issue in the 

absence of a crisis. The Commission is furthermore conservative in challenging unilateral 

safeguard clause invocations, probably for fear of catalyzing another deadlock like the 

one that occurred in the late 1990s. But in the meantime, uneven implementation leaves 

room for products that should be subject to labeling and traceability requirements to fly 

under the radar in some states.  

 
Conclusions  

 
By most accounts, harmonization of the standards employed in the regulation of 

pharmaceuticals and chemicals is, if not a fact, well underway. In both of these policy 

areas, industrial actors have been supportive of the new regimes coordinated at the EU 

level. The same is not true with regard to GMOs. These differences, and the wide 

variation in national positions in the area, have prevented the same level of harmonization 

from being reached beyond the very narrow scope of legislation governing GMOs in 

food. 
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 In the GMO case, implementation inspection reports seem to indicate that policy 

coordination has been effective under the narrow scope of Directive 2001/18/EC and the 

accompanying regulations, especially after France was forced to fully transpose the 

legislation into its national code. However, this framework only covers GMOs in food on 

the market and for cultivation, and agreement on other contentious issues remains 

elusive. This inability to extend the regime indicates that there has not been 

harmonization in states’ epistemological or ethical approaches to the technology, and 

there is no unified basis on which to build standards in the areas of seeds and coexistence 

of crops, or even in animal feed. 

The GMO regime has become enforceable, but not necessarily enforced. National 

contexts vary greatly in their permissiveness of the presence of GM plants in agriculture 

and the market. Although violations are sanctionable under EU and in many cases 

national law, where national CAs are underperforming the burden to identify the short-

falls and challenge them falls either on producers or consumers. Producers clearly have 

more concentrated motivations and resources to bring the law into effect, leaving a 

troublesome picture if GM products do indeed have adverse effects in the long run.  

What is more, there does not seem to be any meaningful feedback process from 

the implementation stages back to policy-makers. Beyond inspection of the facilities and 

legal changes in national context, the Commission does not necessarily evaluate the 

practicability or usefulness of the measures it adopts. In the absence of significant 

challenges to it, the GMO regime will persist. The Commission has so far judged that 

NGO challenges to the EFSA’s practices can be handled within the regime, and that they 

do not point to deficiencies that would require revision. This stance is typical of the way 
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in which the other agency network regimes are defended against criticism – by insisting 

that increased transparency is a sufficient remedy. However, transparency does not 

necessarily address the marginalization of all but like-minded natural scientists from the 

expert committees, which is a main concern for NGOs.  

Neither did the Commision conclude, despite having examined the question 

several times, that its practice of approving products in the absence of QMV decisions by 

the Council (in every single case!) is a phenomenon that warrants revision of the GMO 

framework. Although the European Court of Justice has had occasion to interpret some 

aspects of the GMO legislative framework upon queries by member states, it has not been 

compelled by the Commission to consider the validity of safeguard measures. These 

observations indicate that the Commission, who must articulate and represent the 

common European interest, will fight to retain any procedurally sound semblance of 

agreement among member states. It was only disagreement, and the international 

consequences of it, that caused the GMO regime to be revised, and nothing short of such 

cataclysmic events is likely to uproot the current version. Mere criticism in the public 

sphere does not outweigh the high costs of reaching such an arrangement to begin with. 
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CHAPTER 4 

 
Conclusion 
 
 

The chief source of momentum for EU policy making has always been integration 

driven by the single-market objective. Recently, the focus for integrating has become an 

increase, on the aggregate, in the investments in research and development as a vehicle to 

the EU’s desired global role as a leader. For their part, member states traditionally resist 

the integrative impetus primarily in order to protect their control over certain policy 

domains seen as key to national objectives. Participation by interest groups is defined in 

congruence with this agenda, therefore naturally privileging industrial and multi-national 

actors. Societal actors have access to the policy making process via specially designed 

consultation procedures by the Commission, direct lobbying before MEPs, and access to 

national-level ministers and peak politicians. In order to bolster its own legitimacy and 

acquire specialized information, the Commission has made attempts to ensure that at least 

some civil society organizations have consistent access to policy making in areas relevant 

to their activity. 

An examination of the interests involved in the GMO policy case and its outcomes 

quickly reveals that economic motivations were not uniformly influential over time, or 

equally important across national, institutional, and civil society actors. Additional 

concerns were made salient by the complexity of the policy area and the inability of the 

Commission to compartmentalize it into a single discourse, a single policy making mode, 

or even a single DG. This phenomenon indicates that the simultaneous presence of 

scientific and political uncertainty can prevent the EU’s regularized mode of policy 
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making from proceeding in predictable ways. But is their presence sufficient for the 

advent of contestation of the system itself? It appears that a high degree of public distrust 

and mobilization on its basis is necessary for this to occur.   

Evaluations of the outcomes of contested multi-level governance in the GMO case 

vary greatly, depending on the starting point of the analysis, but the fact remains that 

implementation is uneven across member states and the Commission is not compelled to 

reevaluate the regime in the absence of a conflict that would prevent it from functioning 

altogether. This outcome may indicate that, rather than having reached a qualitatively 

better outcome by reformulating its original objectives and preferred methodologies 

through the protracted contestation period, the EU may have been pushed closer to a 

‘least common denominator’ outcome by this situation. 

There is no question that scientific expertise occupies a very special place in the 

EU policy making apparatus as an input resource. This special role is reinforced both by 

novel technologies periodically creating regulatory deficits and by the EU’s stance 

toward knowledge as an objective and a means to future development. The GMO case 

demonstrates that the relationship of scientific expertise to EU policy is vulnerable, if 

policy outputs are seen as inadequate or insufficient, to very disruptive contestation by 

other actors with differently based claims. 

It is possible to anticipate that a dynamic of contestation may develop in policy 

areas that involve immediate impacts on EU citizens and novel technological applications 

that are difficult to categorize. Contestation is likely to accelerate as discourses reinforce 

each other. But if the type of policy making paralysis seen in the GMO case is indeed 

contingent on large-scale public distrust and mobilization, and these fail to materialize in 
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response to particular novel technologies, it may be equally likely that a method of 

handling the attendant uncertainty becomes regularized in some way. Already it is 

possible to observe such a dynamic in relation to uses of GMOs in animal rearing and 

seeds, which do not attract much public attention although they continue to be 

contentious within the EU political system (significantly, there are no policy outputs yet). 

It is possible that without priming, such as that provided by the BSE crisis, citizens 

simply can not maintain their focus on such issues and they will be dealt with out of the 

public eye, despite conflicts among institutionalized actors as to principles and policy 

making modes. The multitude of delegative choices in the Commission, Parliament and 

Council might allow for multiple policy agendas to be balanced while the legislative 

process moves forward.  

 
Avenues for further research 

  
One direction for further study would be to examine the efforts at increasing 

transparency that have been made in various EU institutions and to assess whether they 

have the intended results. Since these reforms have been suggested as remedies to a 

multitude of problems, especially with EU-level agencies, any negative findings from 

such a study should be rather disconcerting. 

A whole other fertile area for research is in comparisons of the EU with other 

political systems. Comparisons with the United States are already abundant in many 

policy areas. A sphere that has attracted less attention is that of comparison with 

international law. At first glance such endeavors may not necessarily be fruitful because 

of the very different conditions in which these systems operate. But the coordination of 

national positions necessary in both cases, and the EU’s lackadaisical attitude about 
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implementation in some policy areas, may make such comparisons rather interesting, 

especially concerning environmental policy.  

In terms of a more philosophical interrogation of the policy making process, it is 

worthwhile to examine further the multivariate role of expertise in the EU political 

system, as well as the qualifications that define expert status. In addition, a study of how 

the overarching EU agenda, expressed in such catch-all phrases as the single market and 

knowledge-based society, functions in times when the system is under stress (does the 

current slogan become a unifying element for diverging positions, or is it identified as a 

principle that has run its course and is now part of the problem?) may reveal more about 

the dynamic of legitimation in multi-level governance. 
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Appendix 1: Map of PDO, PGI, and TSG license holders 

 
Original map source: www.hist-geo.com
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Appendix 2: Map of EU Member States who invoked precautionary measures 
against GMOs 

 
Original map source: www.hist-geo.com 
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Appendix 3: Outcomes of DG SANCO implementation inspection missions  
 
Year State DG SANCO recommendations regarding 
2005 Spain Unclear designation of responsibilities and poor 

coordination;  
Laboratory accreditation 

2005 Italy Poor coordination among regions 
2005 Netherlands Unclear consequences for infringement of food 

labeling requirements 
2005 Portugal Limited resources allocated; 

Sampling not in line with EC recommendations 
2006 Belgium Sampling not in line with EC recommendations 
2006 Czech Republic Sampling not in line with EC recommendations 
2006 Denmark Sampling not in line with EC recommendations 
2006 France Delayed transposition of Directive 2001/18/EC; 

Sampling not in line with EC recommendations 
2006 Hungary Sampling not in line with EC recommendations; 
2006 Poland Sampling not in line with EC recommendations; 

Enforcement deficit 
2006 Slovakia Sampling not in line with EC recommendations 
2006 United Kingdom No central plan or laboratory (samples sent to other 

states); 
Sampling not in line with EC recommendations 

2006 Austria Sampling not in line with EC recommendations; 
Limited resources allocated; 
Insufficiently transparent; 
Enforcement deficit 

2007 France Sampling not in line with EC recommendations; 
Insufficiently transparent 

2007 Greece Sampling not in line with EC recommendations; 
Ensure rights of food operators to independent 
expert opinion 

2007 Italy Limited resources allocated; 
Laboratory accreditation 

2007 Romania Delayed transposition of Directive 2001/18/EC; 
Limited resources allocated 
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General Audit Austria 
 
Response of the Competent Authorities of Romania to the recommendations of the 
Mission Report ref. DG (SANCO) 7186/2007 – on official control of GMO food, feed 
and seed. 
 
Response of the Competent Authorities of France to the recommendations of Mission 
report ref. DG (SANCO) 2007/7223 – in order to assess the official control systems in 
place for food hygiene within the meaning of Regulation (EC) no 852/2004 
 
Response of the Competent Authorities of Greece to the recommendations of Mission 
report ref. DG (SANCO) 2007/7199 – on official control of GMO food, feed and seed. 
 
Response of the Competent Authorities of Italy to the Recommendations of Mission 
report ref. DG (SANCO) 7193/2007 - in order to assess the official control systems in 
place for food hygiene within the meaning of Regulation (EC) no 852/2004 
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