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1.  Genetically Modified Crops – Challenges for 
Policymaking Institutions  

This investigation addresses the regulatory challenges created by the development and use of 

genetically modified organisms (GMOs) in the EU. These regulatory challenges involve the 

problems related to the speed at which GM products are introduced to international trade. This 

makes it essential for national, trans-national, and global regulatory institutions to respond 

effectively to cope with complex and controversial issues such as risks. Further advances in 

agricultural biotechnology, such as new strains in genetically modified seeds, also challenge 

the regulatory framework in this area. Consequently, knowledge based on earlier GMOs 

released into the environment may no longer be valid and previous ways of assessment may 

cause unexpected results with new GMO applications. 

 

Besides new technological innovations, globalisation raises a series of new challenges for the 

structural prerequisites in legal frameworks.1 The information asymmetries between 

producers and consumers are, with the effects from an increasing globalisation, now spilling 

over to include information asymmetries between exporting and importing countries.2 Hence, 

it is crucial to put the various regulatory regimes on national, trans-national, and international 

levels under scrutiny to identify the regulatory strategies employed in regulating GMOs. 

 

The foremost objective of this research is to contribute to the scrutinising of regulatory 

regimes by investigating how the regulatory framework regarding GMOs has been developed 

and adopted in the EU. The concepts of risk and the precautionary principle are the 

conceptual focus of this investigation, due to the fact that these concepts have been at the 

forefront of the GMO regulation debate for decades.3 This investigation shows that regulation 

has again and again been executed by and through these concepts.  

                                                 
1 L. R. Horton, “Globalisation and the emerging rule of law on regulatory standards: transatlantic corporate 
compliance and governance of food safety,” in Global Governance of Food and Agriculture Industries, ed. R. A. 
Carruth (Cheltenham: Edwards Elgar Publishing, 2006).   
2 Ibid.   
3 G. Gaskell and M. W. Bauer eds., Biotechnology 1996-2000: the years of controversy, (London: Science 
Museum, 2001); D. Toke, The politics of GM food: a comparative study of the UK, USA, and EU (London: 
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The regulation of biotechnology has from the early days of the 1970s been preoccupied with 

the problem of how legitimate and reliable regulations can be established. Political 

bewilderment is one of the key characteristics of the area of GMOs. There are epistemological 

uncertainties about the health and environmental risks with the use of GMOs but there are 

also methodological uncertainties regarding the choice of methods and models used in risk 

assessment.4 As a result, scientific knowledge becomes increasingly important for decision-

makers in the area of GMOs. Political decision-making is thus exposed to the very same 

scientific uncertainty that it tries to diminish in regulatory decisions concerning GMOs. This 

“tragic” dialectics of contemporary GMO politics and regulations will be analysed throughout 

this investigation. The relation between knowledge production and policy-making is an 

important research area. I will argue that the historical trajectory of constructing EU 

regulations on GMOs is a trajectory of reducing uncertainties. I will further argue that the 

introduction of the precautionary principle is a strategy for reducing both epistemological and 

methodological uncertainties, i.e. reducing both uncertainties that arise from insufficient 

knowledge about hazards as well as uncertainties about processes and models used in risk 

assessments. It is a pivotal objective in this research to explore how the precautionary 

principle has found its way into GMO legislation in the EU. 

 

1.1.1. Framing the Area of Research  

The political discourse that has emerged as a consequence of establishing a European 

regulatory framework for GMOs has not been without problems. During the first struggling 

efforts in the early 1980s up to 2007, the GMO legislation has experienced serious crises. As 

a result it has been rearticulated, reshaped and reformulated in conjunction with a changing 

discursive ‘landscape’ where issues such as, for example, risks, precaution, labelling and 

coexistence have been dominant concepts in the discourse. 

 

Since the preparatory process began regarding the first European GMO directive in 1990, 

different actors such as e.g.: environmental movements, consumer groups, political groups, 

the industry and the scientific community have tried to interfere in the policy process in 

                                                                                                                                                         
Routledge, 2004); L. Levidow, “Precautionary Uncertainty: Regulating GM crops in Europe,” Social Studies of 

Science, 31, no. 6, (2001): 842-874. 
4 A. I. Myhr, “Uncertainty and Precaution: Challenges and Implications for Science and the Policy of Genetically 
Modified Organisms,” in Implementing the Precautionary Principle. Approaches from the Nordic Countries, EU 

and USA, ed. N. de Sadeler (London: Earthscan, 2007), 186-189. 
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different ways. Social movements critical to biotechnology introduced new environmental 

discourses focused around issues concerning sustainable development, precaution, and the 

‘right to choose’ which created new frameworks of meanings that redefined the terrain of 

regulatory governmental intervention. Studying how the concepts of risk and how the 

precautionary principle has been discursively framed, used, and comprehended during the 

establishment of a regulative framework by different EU institutions could facilitate the 

understanding of how different rationalities contribute to the regulative practise and 

institutional mechanisms. 

 

By exploring how the regulatory actors make use of the precautionary principle, this concept 

will function as an analytical “lens” in order to investigate the policymaking process of 

GMOs in the EU and how the regulative framework has been shaped and reshaped. I will use 

the precautionary principle and the issue of risks as analytical lenses to focus on how 

institutions are acting in areas of uncertainties and how scientific knowledge is transformed 

into policy actions. Risk and the precautionary principle connect issues of scientific 

uncertainty and interpretative struggles in the policy-making process. By investigating how 

these two concepts appear in the legislative process, one might reach a more thorough 

understanding of the reflexive elements in the legislative processes. 

 

During the regulative process, new forms of reflexivity appear when the regulative activity 

and its objectives become the object of political, public, and scientific controversies. Thus, the 

underlying hypothesis in the dissertation is that the emergence of a European policy in the 

field of GMOs has appeared through what I shall call new reflexive forms of governance. The 

relationship between risk and reflexivity is constituted through the intertwining of 

ambivalence, meanings interpretations, and uncertainties in the regulatory processes. This has 

also been the case with the political challenge that constitutes the biotechnology regulative 

discourse. It has been argued that reflexive forms of law and politics tend to emerge in 

complex policy areas.5 Therefore, the main research objective for the dissertation is to study 

how reflexive forms of regulation emerge. Scholars that study reflexive forms of legal and 

political regulation have called for a shift in research focus towards an investigation of the 

multiplicity of procedural forms and paths of legislation and for mutual dependencies in the 

                                                 
5 I-J Sand, “Understanding the New Forms of Governance: Mutually Interdependent, Reflexive, Destabilised and 
Competing Institutions,” European Law Journal 4, no. 3 (1998): 278. 



 26 

intersection of politics, law, economies, and science in GMO policy.6 The shift in research 

focus presupposes a focus on the specific forms of substantial argumentation in the policy 

process and on the discourses that evolve from it. 

 

1.1.2. The Study’s Objective, Purpose and Theoretical Approach 

 
The aim of this research is to understand how reflexive forms of regulations emerge within 

the EU with a particular focus on the two GMO directives 90/220/EEC and 2001/18/EC. 

 

The conceptual method for providing a theoretical framework has been to employ a concept 

of ‘new reflexive forms of regulations’. The underlying rationale for reflexivity to become 

characteristic for contemporary politics is that uncertainty has become a constitutive force in 

society. Uncertainty appears both regarding scientific prediction about outcomes of different 

risks but also in normative decisions regarding whether one approach is more justified then 

another. The occurrence of uncertainties in contemporary society constitutes the condition for 

society’s ‘self-confrontation’, which is the most crucial aspect of how reflexivity should be 

comprehended in this study.7 Hence, in this dissertation, I will explore the nature of how the 

self-confrontation of society can be analysed as a specific form of reflexivity by investigating 

how it organises and operates in the development of European policymaking regarding 

GMOs. 

 

The empirical approach focuses on how the European Commission, the European Parliament 

and the European Council as well as other actors and institutions articulate ambivalence, 

interpretations and uncertainties in the decision-making processes regarding regulative 

measures on GMOs with focus on risks and the precautionary principle. 

 

In order to achieve the overall aim, the concept of reflexivity is employed and explored 

through the European Union’s regulation of GMOs, which is studied through five different 

episodes: (1) the Asilomar conferences, (2) the regulative process with the first GMO 

directive, (3) the European moratorium on GMOs, (4) the regulative work with the second 

GMO directive, and (5) the controversy with the European Commission efforts to make a 
                                                 
6 Ibid., 293. 
7 The understanding of reflexivity as self-confrontation follows Ulrich Beck’s thesis of reflexive modernisation. I 
will develop this concept more in chapter 3 and relate it to other forms of reflexivity that I will be using in this 
study.  
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regulative framework for the coexistence of GMOs with other crops. The main empirical 

focus nevertheless is the emergence of the two directives where the Asilomar conferences 

make up the historical settings for the first directive and the moratorium functions as the 

historical background (or rather the contextual setting as the episodes overlap in time) to the 

second directive. 

 

This study departs from the notion that contemporary Western democracies are characterised 

by a reflexive modernisation process as a result of an increasing specialisation in the legal, 

scientific, and political system. The source of the reflexive modernisation process is an 

increasing internal complexity in systems such as the regulatory, political, and scientific 

system as well as an increasing complexity in the co-ordination between those systems. 

Reflexive modernisation in this sense is thus a process that is a result of a system 

reproduction, which is produced by the dynamics of modernisation through a reinterpretation 

of a constantly renewing flow of information. This assumption is derived from two different 

trends in sociology. The notion of a reflexive modernisation is supported by sociologists such 

as Ulrich Beck and Anthony Giddens. My assumption is that reflexivity is a result of an 

increasing specialisation in society. Concerning the notion of ‘specialisation’ the main source 

of inspiration is derived from Niklas Luhmann and Gunther Teubner’s systems theory. The 

increasing specialisation is a result of an ongoing differentiation between social subsystems 

(such as law, politics and science) in society and its complex environment. Concerning 

biotechnology, complexity stems thus from both an increasing intertwining of scientific, 

legislative and political processes but also from increasing pressures on decision-making 

institutions as a result of an increasing specialisation in the technologies and techniques that 

are governed within biotechnology. 

 

The ambition to take advantage of potentially dangerous technologies in contemporary 

societies has thus increased the regulatory pressure and caused new demands on the decision-

making institutions. It could be argued that conflicts in the regulatory process regarding 

contested technologies emerge from two different discourses. The first concerns scientific 

uncertainties about the predictions about hazardous consequences and the second is the 

inherently normative character of the technologies. Inger-Johanne Sand has argued that 

increased reflexivity is caused when “unclear premises [are] taking place among institutions 

adhering to different rationalities and belonging to different constitutions or representing 
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different areas.”8 In order to be able to explore reflexive modes of regulation, I will 

investigate how theories of reflexivity could offer a frame of reference and contribute to an 

understanding of the policymaking of GMOs.  

 

1.1.3. GMOs and European Policymaking: A Historical Background 

The emergence of techniques which made it possible to create genetically modified plants 

caused a series of intense debates in the media as well as in the scientific community and in 

the political sphere.9 Even if the debates have focused on different issues related to the issue 

of genetic engineering it is possible to identify two pertinent aspects in the debate. First, it 

was the philosophical question regarding the nature of the technology, and second it was the 

more moral-political question related to the actual use of the promising new technology. 

However, both of these main themes in the debate about genetic engineering contained a 

number of profound scientific, political, legal, and moral issues, which needed to be 

addressed. 

 

For example, concerning the ‘nature’ of genetic engineering, it was argued that mankind had 

crossed certain “natural” boundaries when transferring genes between species that could not 

mate naturally, which raised religious and moral concerns. Furthermore, it was argued that the 

consequences of transgressing these boundaries could have effects that scientists could not 

foresee. With reference to the ‘use’ of genetic engineering, a deep concern was raised by 

various actors concerning our understanding of the consequences of applying genetic 

engineering in food production. If there existed uncertainties about risks, was it then morally 

right to encourage further development in genetic engineering? 

 

The debate eventually moved to the economic and industrial aspects of genetic engineering 

and became a central issue in the debate. The non-governmental organisations (NGOs), 

mostly environmental and consumer organizations, criticized the fact that there were not any 

really obvious consumer benefits involved in GM products. The issue of potential risks gave 

fuel to the public debate. Concerned citizens expressed their worries that international 

                                                 
8 Sand. “Understanding the New Forms of Governance: Mutually Interdependent, Reflexive, Destabilised and 
Competing Institutions,” 283. 
9 See for example G. Gaskell, W. Wagner and N. Kronberger, “Nature in disorder: the troubled public of 
biotechnology,” in Biotechnology 1996-2000: the years of controversy, eds. G. Gaskell and M. W. Bauer, 
(London: Science Museum, 2001), 80-95; D. Toke, The politics of GM food, 2004; S. Lundin and M. Ideland, 
Gene Technology and the Public. An Interdisciplinary Perspective (Lund: Nordic Academic Press, 1997); L. 
Levidow, “Precautionary Uncertainty: Regulating GM crops in Europe,” 842-874. 
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corporations were using GM technology in order to increase profits without any 

considerations for any negative environmental or social outcomes.10 The only real benefit 

according to the NGOs was on behalf of the agro-industry and the big capital-intensive 

farmers for whom the new technology promised an increased production at lower costs per 

unit. According to the adversaries of GM technology, the consumer was exposed to potential 

hazards when consuming food containing GMO crops.11 The public distrust of genetically 

modified food and crops is thus linked to the NGOs’ struggles to emphasize the argument 

about potential risks with GMOs. One important argument for the environmental movement 

had always been that the precautionary principle should be part of a broad social technology 

assessment procedure and be applied consistently prior to technology development and 

especial in regard to biotechnology.12 

 

The NGOs had not only had an influence on the public but had also in Europe gained 

admission to formal policy bodies and procedures. Andrew Jamison has argued that a 

cognitive and cultural change can be identified through a transformation of the environmental 

movements into various institutions.13 Having gained access to informal and formal channels 

for their arguments, Jamison argues that the possibilities for the environmental NGOs had 

been considerable strengthened.14 But the price of becoming established actors might be high.  

Jameson warns that if environmental NGOs continue to converge their interests with the 

multinational corporations it might seriously weaken their critical role and identity in 

society.15 The issue of potential risks fueled the public debate. Concerned citizens expressed 

their worries that international corporations developed GM technology in order to increase 

profits without any considerations for potentially negative environmental or social outcomes. 

 
                                                 
10 A. Irwin, Citizens Science. A Study of People, Expertise and Sustainable Development, (London: Routledge, 
1995). 
11 Peter Pringle has presented several accounts of events that pinpoint how a growing public distrust evolves 
towards biotech companies and regulative authorities. P. Pringle, Food, Inc. Mendel to Monsanto – The promises 

and perils of the biotech harvest (New York: Simon and Schuster, 2003). 
12 From a vast literature on the precautionary principle see K. H. Whiteside, Precautionary Politics: Principle 

and Practice in Confronting Environmental Risk (Cambridge: The MIT Press, 2006); J. Morris, Rethinking Risk 

and the Precautionary Principle (Oxford: Butterworth-Heinemann, 2000); J. S. Jones and R. Von Schomberg 
eds., Implementing the Precautionary Principle: Perspectives and Prospects, (Cheltenham, UK: Edward Elgar, 
2006); N. de Sadeleer, ed., Implementing the Precautionary Principle: Approaches from the Nordic Countries, 

EU and USA, (London: Earthscan Publications Ltd., 2007). 
13 A. Jamison, The Making of Green Knowledge: Environmental Politics and Cultural Transformation, 
(Cambridge: Cambridge University Press, 2001). 
14 Ibid., 16-45. 
15 A. Jamison, “The Shaping of the Global Environmental Agenda: The Role of Non-governmental 
Organisations,” in Risk, Environment and Modernity, ed., S. Lash, B. Szerszynski and B. Wynne, (London: Sage 
Publications, 1996), 242-243. 
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Throughout the 1980s and 1990s the growing scepticism toward GMOs amongst the 

European public fostered a new political awareness that GMO issues were not only a matter 

of applying a certain technique. Rather a number of more profound issues were at stake such 

as science, democracy, ethics, and politics.16 Even if epistemic disputes existed, the risk 

assessment used for regulative purposes based its legitimation upon a scientific approach in 

order to achieve public trust. A reason for this scientific approach would seem to be that by 

removing scientific uncertainty, policy-makers could offer some kind of reassurance. For 

example, the scientific framing of risks has been focused on probabilities. Even if the 

scientific community has provided sophisticated decision techniques to compare risks in order 

to provide a basis for informed decision-making it has not been able to settle the dispute 

regarding probabilities with the risks of long-term consequences of a large-scale 

commercialisation of genetically engineered plants.  

 

A consequence of the scientific reductionism of risks was that it marginalized political, legal, 

ethical, and social issues. Thus, the scientific approach failed to engage with public concerns, 

which became apparent with the first imports to Europe of Monsanto’s GM soya in November 

1996 (see chapter 6). The scientific framing of risk has been argued to stand in contrast to 

ordinary people’s understanding of risks and has invoked questions about the nature of 

expertise, the framing of knowledge, processes of public engagement, and issues of justice 

and democracy.17 Furthermore, it has been argued that the above controversies rests on a 

limited understanding of the nature of risk, rationalities, and community decision-making 

processes.18 For example, Jonas Anshelm has criticised the failure in Swedish environmental 

politics to address the complex social dimensions that constitute environmental problems.19 

Furthermore, Anshelm argues that contemporary environmental politics could be 

characterised as being trapped between trying to comprehend the social dimensions in 

                                                 
16 See for example M. W. Bauer and G. Gaskell, eds., Biotechnology: the making of a global controversy, 
(Cambridge: Cambridge University Press, 2002) and M. W. Bauer and G. Gaskell, eds., Biotechnology 1996-

2000: the years of controversy, (London: Science Museum, 2001). 
17 M. Leach, I. Scoones and B. Wynne, Science and Citizens. Globalisation and the challenge of engagement, 
(London: Zed Books, 2005).  
18 F. Fisher, Citizens, Experts and the Environment: The Politics of Local Knowledge, (London: Duke University 
Press, 2000); F. Fisher, “Are scientists irrational? Risk assessment in practical reason,” in Science and Citizens. 

Globalisation and the challenge of engagement, eds., M. Leach, I. Scoones and B. Wynne, (London: Zed Books, 
2005); B. Wynne, “May the sheep safely graze? A reflexive view of the expert-lay knowledge divide,” in Risk, 
Environment and Modernity. Towards a New Ecology, eds., S. Lash, B. Szerszynski and B. Wynne, (London: 
Sage Publications, 1996). 
19 J. Anshelm, “Myten om den mätbara miljöförstöringen,” Tvärsnitt, no. 1, 2002, 68-76. 
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environmental problems and at the same time experiencing the failure of science to provide 

any answers.20 

 

One significant consequence of the awakening of a political awareness regarding the need for 

a new regulative approach to the further development and utilization of genetic engineering 

in, for example, food production can be found in the immense efforts devoted to the 

development of addressing a new European Union legislative framework for GMOs.21 When 

political and regulatory topics are entangled with scientific, political, and moral aspects they 

need to be reflexively addressed by the involved actors. In contemporary society, political 

issues have increasingly been framed within the triangle of scientific, legal, and moral 

aspects. Thus, when policymakers are confronted with risks in environmental and technology 

decision-making they need to be addressed within a reflexive framework. Next I will present 

the five episodes that this study consist of and which also, in their own way, represent five 

different episodes of how the process of making a legislative framework for GMOs in the EU 

has been challenged by different scientific, political and moral aspects depending on 

contextual settings.  

 

1.2. Regulation Typologies on Genetic Engineering 

and GMOs 

The regulative trajectory of GMOs is constituted by different phases in time and these phases 

are characterised by certain forms of regulations. The characteristic of the typologies is that 

the regulation goes from lower to higher regulative reflexivity during the time period from the 

1970s to 2000s. I have divided the regulative history of GMOs/rDNA into five different 

regulative phases: 

 1. The recombinant DNA controversy (1970-1975), 

 2. The process of making the Deliberate Release Directive 90/220/EEC (1985-1990), 

3. Regulatory development during the European GMO moratorium (1996 – 1999), 

                                                 
20 Ibid., 75. 
21 H. Gottwies, Governing Molecules. The Discursive Politics of Genetic Engineering in Europe and the United 

States, (London: The MIT Press, 1998); S. Jasanoff, Designs on Nature: Science and Democracy in Europe and 

the United States, (Princeton and Oxford: Princeton University Press, 2005); H. Torgersen et. al., “Promises, 
problems and proxies: twenty-five years of debate and regulation in Europe”, in Biotechnology : the making of a 

global controversy, eds., M. W. Bauer and G. Gaskell, (Cambridge: Cambridge University Press, 2002), 21-94; 
D. Barling, “The European Response to GM Foods: Rethinking Food Governance”, in Engineering the Farm: 

The Social and Ethical Aspects of Agricultural Biotechnology, eds., M. Lappe and B. Bailey (Washington: Island 
Press, 2002), 95-113. 
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4. Directive 2001/18EC and the regulatory process (1997 – 2001),  

5. The debate about the coexistence and segregation of GM crops (2001-2007). 

 
For an overview of key events in GMO regulation in the EU see table 1. I have emphasised 

the events that I analyse in this study. 

Table 1: Key events in EU biotech regulation. 

DateDateDateDate    EventsEventsEventsEvents    

1973 First Asilomar conference on biohazards posed by virus used in genetic engineering 

1973 The Gordon conference on risks in recombinant DNA research 

1975197519751975    Second Asilomar conference on biohazards posed by Second Asilomar conference on biohazards posed by Second Asilomar conference on biohazards posed by Second Asilomar conference on biohazards posed by recombinant DNA researchrecombinant DNA researchrecombinant DNA researchrecombinant DNA research    

1983 Biotechnology included in EU Framework R&D Programme 

1984 Commission forms Biotech Steering Committee 

1986 Commission report, A community Framework for the Regulation of Biotechnology 

1990199019901990    Council adopts Directives 90/219 and 90/220Council adopts Directives 90/219 and 90/220Council adopts Directives 90/219 and 90/220Council adopts Directives 90/219 and 90/220    

1996 (March) Starts of BSE crisis, questioning of EU food safety regulation  

1997 (Jan) Council adopts Novel Food Regulation  

1997 (Jan) Commission approves sale of GM maize; three member states invoke safeguard clause 

1998 (Oct) Start of de facto moratorium on approval of new GM varieties 

1999 (June)1999 (June)1999 (June)1999 (June)    Declaration of moratorium on GM approvals bDeclaration of moratorium on GM approvals bDeclaration of moratorium on GM approvals bDeclaration of moratorium on GM approvals by five member statesy five member statesy five member statesy five member states    

2000 (Jan)  White paper on Food Safety 

2000 (Jan) White paper on the Precautionary Principle 

2000 (Jan) Cartagena Protocol on Biosafety Adopted 

2001 (March)2001 (March)2001 (March)2001 (March)    Council and EP adopts Directive 2001/18, replacing 90/220, on deliberate rCouncil and EP adopts Directive 2001/18, replacing 90/220, on deliberate rCouncil and EP adopts Directive 2001/18, replacing 90/220, on deliberate rCouncil and EP adopts Directive 2001/18, replacing 90/220, on deliberate release elease elease elease 

of GMOsof GMOsof GMOsof GMOs    

2002 (Jan) Establishment of European Food Safety Authority 

2002 (Jan) Commission adopts a Communication entitled Life Sciences and Biotechnology: A Strategy 

for Europe. 

2003 (May) US launched WTO complaint over EU regulation of GMOs 

2003 (July)2003 (July)2003 (July)2003 (July)    Commission publishes Commission publishes Commission publishes Commission publishes Recommendation on Guidelines For CoexistenceRecommendation on Guidelines For CoexistenceRecommendation on Guidelines For CoexistenceRecommendation on Guidelines For Coexistence        

2003 (Sept) Council and EP adopt Regulation 1829/2003 on Genetically Modified Food and Feed 

2003 (Sept) Council and EP adopt Regulation 1830/2003 on Traceability and Labelling 

2004 (Apr) Entry into force of Regulations 1829/2003 and 1830/2003 

2004 (May) Commission ends moratorium with approval of Bt-11 maize 

2006 (May) WTO publish their decision that the EU’s moratorium was illegal  

2007 (April) Commission published its review of life sciences and biotech strategy. The review 

proposes to refocus EU’s strategy plan on five interdependent priority actions 
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1.2.1. Phase 1: The Recombinant DNA Controversy (1970-1975) 

The historical point of departure for the dissertation is, as mentioned above, the Asilomar and 

Gordon conferences. Those conferences did not address GMOs but a scientific predecessor 

known as recombinant DNA (rDNA). The conferences can be said to be the European 

regulative heritage within genetic engineering both in the EU as well as among the member 

states. In Asilomar, invited scientists met to review scientific progress in research on 

recombinant DNA molecules but also to discuss how to deal with potential biohazards of the 

novel research22. The second Asilomar conference in 1975 differed from the first one in 1973 

through the presence of media and lawyers. The consequence of inviting media was that the 

potential hazards with biotechnology became public. The hazards with genetic engineering 

had earlier been mostly an internal scientific concern about the potential negative effect of 

incorporating new DNA in bacteria. 

 

The Asilomar conference in 1973 could be seen as the start of the risk discourse in genetic 

engineering. It has been argued that the Asilomar conference was the first technology 

assessment activity and genetic engineering was the technology, which defined the need for 

such a consensus oriented technology assessment.23  

 

The Asilomar conferences could be regarded to have established a reflexive approach to 

recombinant DNA techniques by pre-empting any political steering by a self-imposed 

legislation. The preventative management in the regulative approach had two main benefits 

for the scientists depending on new governmental grants for further research in the area. First 

through the precedence that scientists took upon themselves to govern genetic engineering 

before any governmental interference. It made it possible to set the agenda and steer the 

actions for preventing risks without obstructing the possibility for further research in the area. 

Second, the scientific community argued that the Asilomar conference was a step for taking 

precautionary measures towards the technology of genetic engineering. There existed hope in 

                                                 
22 S. Wright, Molecular Politics, (Chicago: University of Chicago Press, 1994); S. Krimsky, Genetic Alchemy, 
(Cambridge: MIT Press, 1982). 
23 Technology Assessment (TA) was developed by the Office of Technology Assessment (OTA), an office of the 
United States Congress, and provided Congressional members and committees from 1972 to 1995 with analysis 
of technological impacts on society and policy making. See B. Bimber, The Politics of Expertise in Congress: 

The Rise and Fall of the Office of Technology Assessment, (New York: State University of New York Press, 
1996); B. L. R. Smith and J. K. Stine, “Technical Advice for Congress: Past Trends and Present Obstacles,” in 
Science and Technology Advice for Congress, eds., M. G. Morgan and J. Peha, (Baltimore and London: RFF 
Press, 2003); D. H. Guston, “Insights from the Office of Technology Assessment and Other Assessment 
Experience,” in M. G. Morgan and J. Peha, Science and Technology Advice for Congress, (Baltimore and 
London: RFF Press, 2003). 
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the scientific community that the risks with genetic engineering could be identified in advance 

and that protective measures and guidelines could be adopted in order to avoid any 

biohazards. This expression of scientific rationality to cope with risks could be seen as naïve 

but for the time being the scientists gained trust through displaying scientific responsibility 

and also produced the necessary political space to manoeuvre in order to set the risk agenda. 

The Asilomar episode is important to understand as it provided a cognitive platform for how 

to develop GMO regulation in the EU, which is the next phase. 

 

1.2.2. Phase 2: The Process of Making the Deliberate Release 
Directive 90/220/EEC (1985-1990) 

The second phase in the dissertation addresses the policymaking procedure leading to the first 

legislative framework regarding GMOs in Europe. In the 1980s, the techniques of genetic 

engineering grew into new areas and became economically important for a growing number 

of farmers and agroindustries, which increased the regulatory demand dramatically. The EU 

therefore made new regulative proposals for regulating the deliberate release of GMOs into 

the environment. When the European Union developed its first comprehensive regulatory 

framework on genetically modified organisms, it initiated a separation between the EU and 

the USA in terms of regulatory practises and legal frameworks. Its causes were a numbers of 

more fundamental legal, political, and regulatory differences between the EU and the US.24 

 

During this period there are a wide variety of new actors such as different non-governmental 

organisations (NGOs), politicians, scientists, and spokespersons for the industry, which 

started to intervene in the discourse about regulative measures. The regulative discourse has 

to cope with issues such as a growing criticism concerning e.g. risk issues, ethics, food safety, 

environmental issues, and trade regulations raised by concerned citizens across Europe as well 

as by a growing number of well organised consumer- and environmental organisations. The 

consequence was that biotechnology developed more complicated relationships to its political 

and social setting. 

 

                                                 
24 D. Toke, The politics of GM food, 2004; G. Gaskell et. al. “Troubled waters: the Atlantic divide on 
biotechnology policy” in Biotechnology 1996-2000: the years of controversy, eds., G. Gaskell and M. W Bauer 
(London: Science Museum, 2001). See also H. Gottwies, Governing Molecules, 1998; S. Jasanoff, Designs on 

Nature, 2005. For differences in regulatory practises and legal frameworks consult G. De Burca and J. Scott, 
Law and New Governance in the EU and the US, (Oxford: Hart, 2006); K. Nicolaidis and R. Howse, The 

Federal Vision: Legitimacy and Levels of Governance in the United States and the European Union, (Oxford: 
Oxford University Press, 2001). 
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When the European member states started to construct their own regulatory frameworks on 

GMOs it became obvious that the regulatory approach differed profoundly within Europe. It 

became apparent to the EU that it was necessary to harmonise the regulative framework and 

in 1990, the European Commission presented two new directives on biotechnology. It was the 

product of a long process of deliberations and negotiations. The first was the Directive on 

Contained Use, known as Directive 90/219, which is a regulation concerning the contained 

use of genetically modified micro-organisms for both research purposes and for production25. 

The contained use of microorganisms for research was the same topic, which was discussed at 

the second Asilomar conference and had now been regulated even in Europe. The other 

regulation was the Directive on Deliberate Release and Placing on the Market of Products, 

known as Directive 90/220.26  

 

The above mentioned growing criticism and its political and regulatory consequences are 

further explored in the next phase concerning the GMO moratorium.  

 

1.2.3. Phase 3: Regulatory Development during the European GMO 
Moratorium (1996-1999) 

The third episode studies the moratorium of GMOs that occurred under the second half of the 

90s. The policy position taken by the EU during the moratorium is a very special case of EU 

government. After a period with fewer public disputes regarding GMOs, it re-emerged as a 

controversial topic with the market introduction in Europe during 1996. Member states in the 

EU changed their standpoints about GMO based on the public criticism towards the 

technology. The criticism had become so fierce that the politicians in these countries could 

not longer support the EU in their effort to commercialize genetically modified products. The 

public opposition increased as the GM food controversies extended in time and as a result 

national governments started to respond to the public mobilisation. An effect of the public 

resistance was that it became impossible for retailers to try to market GM products. 

 

In June 1999, France, Denmark, Greece, Italy, and Luxembourg declared that they had 

decided to stop all new authorisations of GMOs during a European Council meeting. The 

                                                 
25 Council Directive 90/219/EEC of 23 April 1990 on the contained use of genetically modified micro-organisms 
OJ L 117, 8.5.1990, p. 1–14. 
26 Council Directive 90/220/EEC of 23 April 1990 on the deliberate release into the environment of genetically 
modified organisms OJ L 117, 8.5.1990, p. 15–27. 
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motive for their action was that the above member states required a more transparent 

regulatory framework and a more sophisticated risk assessment procedure in order to restore 

public as well as market confidence. Under pressure from member states, the European 

Commission initiated a moratorium on the production and sale of GM products when the 

decision for revising the criticized Directive 90/220 was taken. The EU was facing difficult 

policy issues and complex regulatory challenges which needed to be addressed. Member 

states did not accept the import of any products that could contain GMOs before a satisfactory 

legislation was developed. The first directive had for some time been criticized and lost its 

legitimate force to function as a regulative framework for the deliberate release of GMOs. The 

EU was also facing other difficulties as the USA and other states, such as Canada and Brazil, 

wanted to export genetically modified crops to Europe and some of their products had already 

been accepted through the old directive.27 The USA, Canada, and Brazil argued that the EU 

was trying to save their internal market by creating a hindrance to trade by inventing problems 

that could not be defended based on any scientific grounds.28 

 

I argue that one could identify a transformation in the regulative GMO discourse in the EU 

during this period. One could here recognise a discursive transformation from ‘policy’ to 

‘politics’ which became possible through several contributory factors such as, for example, 

the member states’ own political agenda, ethical and justice related issues among the public, 

different cultural relationships to food and eating among the member states and different 

historical trajectories and narratives about the food industry such as the BSE scandal. The 

transformation could be traced in the new directive that was going to replace Directive 

90/220. The process of making the new directive is the focus for the next phase.   

 

1.2.4. Phase 4: Directive 2001/18EC and the Regulatory Process 

(1997-2001) 

During the regulative process with the second GMO directive, risk and the precautionary 

principle developed as major themes. My focus here is on how these issues have been 

discussed by the member states in relation to the moratorium and how it is interpreted in the 

legislative work of the new directive. The revision of the first directive started in 1996, but 

                                                 
27 In an article on the transatlantic dispute on GMOs (The Nation, October 16, 2003), William Greider describes 
how it has developed into an issue of big politics. 
28 M. A. Pollack and G. C. Shaffer, “Biotechnology: the next transatlantic trade war?” Washington Quarterly 23, 
no. 4, (2000); F. Brom, “WTO, Public Reason and Food Public Reasoning in the ‘Trade Conflict’ on GM-Food,” 
Ethical Theory & Moral Practice 7, no. 4, (2004). 
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during the time of revision there had been unexpected developments regarding the attitude 

towards biotechnology in Europe. The year 1996/1997 has been seen as a “watershed” in the 

European regulation of biotechnology.29 The European public awareness of biotechnology 

increased as a consequence of major events in the commercialization of biotechnology and the 

technical development of cloning. The first was the import of GM crops to Europe. The other 

was a non-GM related issue that got major media cover. A sheep, which became known to the 

world as Dolly, was the first mammal to be cloned from an adult cell. Both these issues gave 

fuel to an already heated public debate, which the EU was trying to respond to by revising 

their directive on deliberate releases of GMO. 

 

When the directive came into effect in 2001 the public had by that time adopted a more 

critical attitude towards biotechnology and as a consequence, earlier biotechnology-friendly 

European countries started to become more negative.30 One reason was the consumers’ 

concern about food safety, which was triggered by the BSE (Bovine Spongiform 

Encephalitis) scandal in Europe. It brought questions of how safety and ethics in food 

production could be achieved.31 It forced the European Commission to develop new 

regulations besides the new directive on GMOs in order to respond to these new challenges.32 

After addressing the two most important issues for reassuring public confidence, safety 

concerns and labelling requirements, the European Commission affirmed that the GMO 

regulation now was complete. Environment Commissioner Margot Wallström argued that “I 

welcome today's final adoption by the Council of the new legislation on labelling and 

traceability of GMOs, which completes the EU’s legislation on GMOs.”33 Also the Health and 

Consumer Protection Commissioner David Byrne argued that “I am very pleased that the 

European legislative framework for GMOs is now complete.”34 Even if the EU tried to patch 

the regulatory framework of GMOs in order to build public confidence with new regulations, 

a new controversy was emerging. Yet again the complex regulatory relationship between 

science, law, and politics concerning GMOs was brought to the fore.  

 

                                                 
29 P. Grubner et. al. “Biopolitical diversity: the challenge of multilevel policy-making,” in Biotechnology 1996-

2000, the years of controversy eds., G. Gaskell and M. W Bauer, (London: Science Museum, 2001), 15. 
30 Ibid. 
31 See C. Coff, Taste for Ethics: An Ethic of Food Consumption (Dordrecht: Springer, 2006). 
32 I refer here to the Food and Feed Regulations No. 1829/2003 and the Traceability and Labelling Regulation 
No. 1830/2003.  
33 European Commission Press Release 22th July 2003, European legislative framework for GMOs is now in 

place. 
34 Ibid. 
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1.2.5. Phase 5: The Debate of Coexistence and Segregation of GM 
Crops (2001-2007). 

After the regulative disputes resulting from the amendments of Directive 2001/18 a new 

conflict has arisen concerning how segregation practices should be developed between GM-, 

conventional- and organic-crops for preventing admixtures. The new dispute yet again 

demonstrated that there existed deep ontological differences between some member states and 

the Commission regarding GMOs. The European Commission published guidelines for the 

development of strategies and best practises to ensure the co-existence of genetically modified 

(GM) crops with conventional and organic farming on July 23, 2003.35 The intention with the 

recommendation was to help member states to develop methods for coexistence in agreement 

with EU legislation. 

 

The regulative concept of co-existence manifests the intention that genetically modified crops 

can co-exist with conventional crops and ecological crops without causing any genetic 

interference from the modified crops. The main regulatory difference is that co-existence has 

been left for the member states to achieve. The approach in the earlier policymaking process 

has been that the EU has developed directives and regulations, which the member states 

should incorporate and adapt to within a certain time-frame. How should the new approach in 

the EU be understood? The process of incorporating the concept of co-existence is still a 

controversial issue among the member states. 

 

So far I have presented my research questions and introduced the regulatory and political 

context which they operate within. I will now give a short description of the institutions 

involved in the legislative assembly and also the legislative process in the EU with focus on 

the legislative endeavours that one encountered during the regulative phase from the 1980s to 

post-2000. 

 

1.3. EU and Policymaking 

During the last forty years, the EU has developed immense institutions with a highly 

formalised and complex set of decision-making rules. The development of the institutions in 

                                                 
35 European Commission, Recommendation on guidelines for the development of national strategies and best 

practices to ensure the co-existence of genetically modified crops with conventional and organic farming. OJ L 
189/3, 2003. 
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the EU has been described as having emerged in a non-linear fashion and without a clearly 

political consensual process. Inger-Johanne Sand has described the development as: 

 

The evolution of the EU/EC institutions may be described as a case of extremely vital and 

path-breaking political institutions, with significant consequences for the existing forms of 

governance, having evolved in unpredictable and often sudden manners. Vital and decisive 

elements of the new institutions have also come about without much previous, or past, 

public debate and not as a step-by-step consensual process.36   

 

With the emergence of the EU, the governing conditions for the member states have 

dramatically changed. The member states’ own national style of legal, political and 

administrative practise has evolved through long traditions, which now has to cope with 

sudden reforms through new treaties, new forms of participation in supranational collective 

decision-making and implementing outcomes. The vacillation between national interest and 

European interests causes friction between the member states’ autonomy and a European 

sovereignty. The EU also consists of institutions with different rationalities and functions, 

which contribute to a complex interaction in the legislative process. These two levels of 

governance constitute a very special legal and political milieu which makes up the 

institutional and constitutional arrangement of the EU. I present some of the major institutions 

in the EU and then the legislative process in the EU. 

 

1.3.1. The EU Institutions 

My arguments for introducing the institutions precisely here is simply that they are the main 

actors in the dissertation. Furthermore, a brief overview of the institutions and the regulatory 

process might also help the reader to follow the analysis in the empirical chapters. The 

European Union consists of four main institutions, which was established in the 1950s. The 

‘quadrangle’ consists of: The European Commission, The Parliament, The Council of 

Ministers, and The European Court of Justice. 

 

The European Commission is the EU’s civil service and is responsible for formulating policy, 

drafting legislation, preparing the budget of the Union and implementing policies accepted by 

the Council and not vetoed by the Parliament. It consists of 27 commissioners (one from each 

                                                 
36 I-J Sand. “Understanding the New Forms of Governance: Mutually Interdependent, Reflexive, Destabilised 
and Competing Institutions”, 1998, 277.  
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member state and two from the five largest member states) and a bureaucracy of 26 

directorate-generals. The Commission also monitors the implementation of policies once they 

have been adopted. Part of the Commissions’ power lies in the fact that it is the only body in 

the EU for formulating policy and drafting legislations which then are the only basis for 

decisions in the Council. 

 

The Council of Ministers is the primary decision-making body of the Union as it undertakes 

both executive and legislative functions.37 It is the dominant chamber in the EU legislative 

process and sets the medium and long-term policy agenda.38 It is made up of representatives 

of the governments of all member states. The representatives represent the interests of their 

countries and are ministers in specific policy sectors such as the internal market, environment, 

agriculture, and so forth. The Council often decides on the basis of qualified majority voting 

(QMV) but use simple majority to decide in procedural questions.39 The Council then 

represents an institutional setting that has to merge two types of sovereignty, national and 

European, making it a very special form of governance.40 

 

The European Parliament (EP) consists of 626 members (MEPs) elected by each member 

state every five years. The numbers of members are proportionate to each national population. 

The Parliament could be argued to be less developed than the other major institutions of the 

Union. At first, the Parliament did not have much power regarding decision-making in the 

Union but it has gained power each time the treaties have been revised. With the introduction 

of codecision procedures (also known as Article 251) with the Maastricht Treaty in 1992, the 

Parliament now has the right to do a second and third reading of some legislative drafts before 

the Council approves them. Through the codecision procedures the Parliament could become 

very powerful as the EP has the possibility to veto measures by majority votes. The 

importance of the Parliament’s role in the outcomes for the moratorium on GMOs is 

interesting. One could, from the experience of GMO regulation during the moratorium, argue 

                                                 
37 The Council of Ministers should not be confused with the European Council or the Council of Europe. The 
European Council consist of the heads of state or government of the Union, plus the Commission President. The 
Council of Europe consist of the member states Foreign Ministers, members from the national parliaments and 
the Congress of Local and Regional Authorities. 
38 S. Hix. The Political System of the European Union (London: MacMillan Press, 1999), 7. 
39 The system of qualified-majority voting (QMV) means that the votes of the member states are weighted 
according to their size and a large majority is needed for decisions to pass.  
40 I-J Sand. “Understanding the New Forms of Governance: Mutually Interdependent, Reflexive, Destabilised 
and Competing Institutions,” 281. 
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that the EP has become more autonomous since the Maastricht Treaty. I will discuss this more 

in detail in chapter 6. 

 

The European Court of Justice (ECJ) consists of one judge per member state and mostly 

decides how Community law should be applied to specific cases. The ECJ also has the power 

to fine Member governments for non-application of European Law. The Court hears their 

cases in public but make their judgment in private by a voting process and the results of their 

voting are not made public. Since the 1960s a series of important cases has resulted in the 

establishment of important principles that have had consequences for GMO legislation, for 

example, the supremacy of EU law over the law of member states; the direct effect of EC law 

in national legal orders, and a doctrine of proportionality.  

 

1.3.2. The Legislative Process in EU 

When following a regulative process such as the GMO directives in the EU over two decades, 

one encounters different acts of laws as well as different forms of making regulations. I will 

here mention some of these specific EU processes. I will then later explore these issues more 

in detail as they appear in the dissertation. First I briefly introduce the laws that the regulative 

framework of GMOs is connected to and how it relates to the Union formal legislation. 

Second, I also mention the increase of power given to the European Parliament with new 

reforms and how it effects legislation in the EU. 

 

(1) The key sources of formal EU authority can be found at three different levels. Primary 

rules, secondary rules and tertiary rules. Primary rules are the foundation of the EU legal 

order and consist of the founding treaties (Paris 1951 and the two Treaties of Rome of 1957) 

together with the changes made to them by the Merger Treaty of 1965, the Single European 

Act of 1987, the Treaty of the European Union of 1993 (also known as the Treaty of 

Maastricht), the Treaty of Amsterdam of 1999 and the Treaty of Nice of 2003. These contain 

the basic outline of the principles and organisation of the European Union, offering a structure 

whose details are often provided by the laws developed by EU institutions and implemented 

by the member states. The secondary rules, which are the main legislative form that is studied 
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in this dissertation, contains details of how the general principles outlined in the treatises are 

to be achieved. These laws take three main forms:41 

 

1. Regulations, which are the most powerful and play a central role in developing 

a homogeneous body of law. These laws are often designed to lay down rules 

of procedure or technical standards, or to amend or adjust an existing law. 

Regulations goes into immediate force on a specified date, is directly 

applicable in the sense that they do not need to be turned into national law, and 

are binding in their entirety on all member states. Regulations must be based 

on particular provisions of the treaties, and are subject to judgement by the 

European Court of Justice. Examples of regulations related to GMOs are the 

Food and Feed Safety Regulation and the Traceability and Labelling 

Regulation. 

 

2. Directives, such as the GMO Deliberate Release Directive 90/220/EEC 

(chapter 5) and GMO Deliberate Release Directive 2001/18/EC (chapter 7), 

are binding for member states in terms of their goals and objectives, but the 

member states are free to decide how best to achieve those goals. Some of the 

directives focus on outlining general policy objectives, while some are aimed 

at the harmonization of national laws. Implementation requires changes in 

national laws, which must be made by a specific date, normally within two to 

three years of adoption. The governments of the member states must tell the 

European Commission what they plan to do to achieve the goals of a directive. 

In certain cases some directives can also have ‘direct effect’ on member states 

even when they have not been transposed into national law. This has been the 

case in the environmental area.42 

 

3. Decisions are also binding and can be aimed at one or more member states, at 

institutions, or even at individuals. 

 

                                                 
41 The background presented here builds partly on J. McCormick, Environmental Policy in the European Union 
(New York: Palgrave, 2001). See also M. Melin and G. Schäder, EU:s konstitution. Maktfördelningen mellan 
den europeiska unionen, medlemsstaterna och medborgarna (Stockholm: Norstedts juridik, 2004), especially 
chapter 2. 
42 See J. McCormick, Environmental Policy in the European Union, 72-73. 
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Tertiary rules can have a variety of forms. They can be recommendations with no binding 

force or rulings by the European Court of Justice, which have great influence on how 

regulations, directives, and decisions are to be understood or implemented. They can also be 

in the form of pointing out direction through action programmes, strategies, declarations, 

green papers (designed to stimulate discussion on an issue or problem), white papers 

(outlining policy positions), and conclusions on meetings. The Guidelines for coexistence 

(chapter 8) is a case of such tertiary rules. Common to all acts in the EU is that they begin 

with a section declaring the powers on which the law is based. The act then consists of a 

preamble explaining the background, the aims, and the objectives of the law. The preamble is 

followed by the key provisions that are divided into articles. At the end of the act there is a 

date for when the law must be implemented. 

 
(2) The legislative process regarding the two GMO directives differs because of the 

Maastricht Treaty in 1992, which had the consequence that the Parliament played a more 

important role in the second directive. The Parliament has substantially extended its powers 

through three subsequent treaty reforms.43 As mentioned above, the Single European Act 

(SEA), passed in 1987, introduced a new legislative procedure called the ‘cooperation 

procedure’ (Article 252). The cooperation procedure means that the EP is given the 

opportunity for a ‘second reading’ after the Council has adopted a ‘Common Position’. It 

gives the EP more power because it can now not be overturned by the Council, which earlier 

could disregard the EP amendments. The Single European Act does not address all treaty 

articles to be dealt with under ‘cooperation procedure’ but legislation that has been contested 

such as environmental policy issues and most areas concerning the single market. The GMO 

directive concerns both these issues. The SEA treaty also introduced ‘assent procedure’, 

implying that the Council needs the approval of the EP before it can act.44 

 

The next reform that equalized the power relationship even more between the EP and the 

Council come with the Maastricht Treaty in 1992. The Maastricht Treaty introduced the ‘co-

decision procedures’ and extended the assent procedure. The ‘co-decision procedure’ 

established a new negotiating dimension to the EU legislation process by giving a possibility 

to set up a ‘Conciliation Committee’ in cases where the EP and the Council could not come to 

any agreement. This was the case with Directive 2001/18/EEC (see chapter 7). The 

                                                 
43 S. Hix, The Political System of the European Union, 61. 
44 Ibid., 62. 
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Committee consists of equal numbers of representatives from both the EP and the Council and 

if no agreements could be reached with the Committee, the Parliament could still reject the 

legislation. It put pressure on the Council to consider the amendments that the EP makes to 

any piece of legislation. Introducing ‘co-decision procedure’ could be seen as a solution, to 

resolve power struggles between the EP and the Council with time-consuming deadlocks in 

the construction of new legislation. For an overview of the ‘cooperation procedure and the 

‘co-decision procedure’ see appendix. I suggest that the reforms made by the Maastricht 

Treaty in 1992 to the legislative process had a certain reflexive dimension to them as the ‘co-

decision procedures’ introduced an extra dimension of certain bargaining procedures to the 

negotiating process, a procedure not primarily based on power but on a communicative 

rationality.45 I argue that this change had a reflexive dimension and introduced a 

communicative rationality in the process because the procedure introduced the possibility for 

the EP and Council, if there was any disagreement regarding a piece of legislation, to set up a 

‘Conciliation Committee’ consisting of equal numbers of representatives of the EP and 

Council. After the ‘Conciliation Committee’ the EP could still reject the legislation.46 

Therefore it was not possible to use power to the same extent in the legislative process, as the 

EP had the last word, which means that the negotiating process had to be rationally motivated 

to a greater extent than before. 

 

With the Amsterdam Treaty in 1997 the EP power was yet again increased as the co-decision 

procedures extended into new areas of regulation that had earlier only been covered by 

cooperation procedures. With all these reforms, power has been given to the EP on the behalf 

on the Council. Nevertheless as the political scientist Simon Hix argued: 

 

The Council and EP have adapted to this system [codecision, AJ], and both have developed 

sophisticated rules governing their internal organization to improve their scrutiny, 

amendment and adoption of legislation, and developed sophisticated strategies to maximize 

their influence vis-à-vis each other in the various stages of bicameral interaction.47 

 

This dissertation, I suggest, is in some sense a case study in order to study how the EP and the 

Council are steering and adapting to these new conditions by using the case of GMOs as an 

example. In the last part of this chapter I will describe briefly the technology and techniques 

                                                 
45 I will develop the relationship between communicative rationality and reflexivity more in chapter 3. 
46 Simon Hix. The Political System of the European Union, 62. 
47 Ibid., 62-63. 
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that the policymakers address in the legislation. The ‘know-how’ of GMO technology and the 

techniques used to genetically modify plants and crops did not appear from nowhere. They 

have gradually evolved and during the process new political and regulatory issues have 

emerged. A common characteristic concerning biotechnology has nevertheless been ‘risk 

issues’. In the next section I delve into how the discovery of the structure of DNA has been 

adopted by scientists into developing the first practical system for genetically engineered 

plants and how the process involved different aspects of risks.   

 

1.4. Regulating Risks and Uncertainty – the Case of 

rDNA and GMOs 

I present in this section a background to the two techniques in genetic engineering that are 

discussed throughout the study. The first is the recombinant DNA method and the other 

concerns the method of making genetically modified plants and crops. The recombinant DNA 

(rDNA) method and systems for transferring modified DNA to plants are two major steps in 

genetic engineering leading to GMOs. Both these methods have given raise to certain types of 

risks. I introduce the techniques and risks here and then return to them later in the study when 

they are brought to the fore in the regulatory processes.  

 

1.4.1. Recombinant DNA and Potential Risks 

DNA was discovered already in 1869 by Johann Friedrich Miescher, who isolated a substance 

from white blood corpuscle and named it nuclein as he thought it was derived from the cells 

nucleus.48 In 1945, Oswald Avery, Colin MacLeod, and Maclyn McCarty at the Rockefeller 

Institute in New York manage to demonstrate that DNA is a genetic molecule capable of 

altering the heredity of bacteria. In the 1940s, the scientific community had started to 

understand the possibilities with DNA and its capability of altering the heredity of bacteria. It 

had earlier been argued that it was proteins that carried genetic information as they consist of 

20 different amino acid blocks and therefore were capable of giving more possibilities than 

only four blocks of information would. By transferring only DNA they showed that the 

genetic information included in the DNA code could be taken from one strain of bacteria and 

                                                 
48 The abbreviation DNA stands for deoxyribonucleic acid and is a sugar molecule with nitrogen-containing 
bases attached to them. These bases are labeled after the first letter in their name, i.e. A (adenine), G (guanine), 
C (cytosine), and T (thymine). When the sugar molecule is bound together with the base we have 
deoxyribonucleotides. 
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inserted into another. This was the first evidence that DNA actually carries genetic 

information.49 

 

During the 1950s, the scientific community began to understand the hereditary mechanisms 

behind the genetic “laws”. The understanding of the structure of DNA also played an 

important role in the understanding of how genetic information might be expressed and 

reproduced.50 The most acknowledged is the innovation regarding the structure of DNA by 

Rosalind Franklin, Maurice Wilkins, James Watson and Francis Crick in 1953. However, the 

circumstances regarding the findings of the DNA structure are contested.51  

 

The structure of DNA was identified by the use of x-ray patterns, a structure that today is 

known as a double helix. The conclusion from the x-rays was that DNA consists of two 

different strands that are coiled together in a spiral with an ability to complement each other. 

The understanding of the structure of the DNA played an important role regarding the 

understanding of how genetic information might be stored and reproduced.52 In the 1960s, 

scientists tried to develop techniques for transferring genes between animal cells. There was 

an increase in research interest in different types of virus, as it was believed that they could 

function as “carriers” for moving new DNA segments into the host. It was the increased use 

of different viruses in research that later came to cause unease among members of the 

scientific community and the public. Molecular biology policies began to take shape during 

the 1950s but remained relatively uncontroversial until the late 1960s. But that molecular 

biology policies became controversial in the late 1960s did not only depend on the use of 

viruses in genetic engineering. The increased public awareness about the risks with 

technological development was also a contributing factor. 

 

Risk and uncertainty became crucial concepts for the emerging legislative processes in the 

area of biotechnology in the early 1970s. Risk issues in molecular biology emerged as a result 

of a shift in molecular biology itself. The shift can be seen as paradigmatic for scientific 

enterprise in biotechnology since it marked a transformation from what could be recognized 

                                                 
49 W. E. Hill, Genetic Engineering: A Primer (Amsterdam: Harwood Academic Publisher, 2000), 37. 
50 Ibid., 40. 
51 Compare J. D Watson. The Double Helix: A Personal Account of the Discovery of the Structure of DNA (New 
York: W. W. Norton & Company, 1980); B. Maddox, Rosalind Franklin: The Dark Lady of DNA (London: 
Harper Perennial, 2003); M. Wilkins, The third man of the double helix: the autobiography of Maurice Wilkins 
(Oxford: Oxford University Press, 2005). 
52 W. E. Hill, Genetic Engineering: A Primer, 40. 
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as ‘representations’ of nature to ‘interventions’ in nature. Even if this picture is simplified, 

interventions in nature have been possible earlier with plant breeding without rDNA 

techniques. I use it to indicate an important transformation in molecular biology, which was 

made possible with the techniques provided by genetic engineering.  

 

The development of recombinant DNA techniques was such an important step in genetic 

engineering that one could divide the development of genetic engineering into a pre-

recombinant DNA period and consequently a post-recombinant DNA period. The pre-

recombinant DNA period was preoccupied with the nature and expressions of genes. It was a 

biology that was based upon interpretations and understandings of how nature was 

represented hence representation. As argued above, the techniques of recombinant DNA made 

it possible to transform the paradigm of the representation of nature with the tools of genetic 

engineering and made it possible for scientists to intervene in nature, hence intervention. The 

emergence of a new paradigm in molecular biology was made possible through the new set of 

recombinant DNA techniques53. The shift from representation to intervention in molecular 

biology was the beginning of the recombinant DNA controversy. As a result of the 

controversy, the question of making a regulative framework and state intervention intensified. 

 

In chapter 4 I will discuss the recombinant DNA controversy in more detail. For now, I will 

briefly mention the potential risks and concerns with rDNA. The achievement made by 

recombinant DNA was made possible through the utilization of the infectious nature of 

viruses. For example, in the beginning of the 1970s research groups experimented on a 

monkey tumour virus known as SV40. The researcher tried to insert genes into the 

chromosome of SV40 as it then would be possible to transfer those new DNA segments into a 

new host. Viruses are used because of two main characteristics. The first characteristic is the 

virus’ ability to infect host cells and this therefore makes it a good candidate to use as a vector 

for carrying modified DNA into a host. The other characteristic that makes a virus a good 

                                                 
53 Recombinant DNA (rDNA) or genetic engineering consists of three stages. The first step is to extract and 
isolate the DNA from other nucleic acids. The isolation of the nucleic acid is done either mechanically or 
enzymatically. With the nucleic acid follow other intracellular components such as proteins and polysaccharides, 
which have to be separated from the DNA. When the released DNA has been recovered it can be cut in pieces by 
using either mechanical or enzymatic methods. The mechanical method can only cut DNA randomly but with the 
enzymatic method it is possible to recognise specific DNA sequences and isolate them. When the desired DNA 
has been isolated, purified, and cut up in pieces, the DNA fragments have to be joined together with other DNA. 
The DNA are ‘glued’ by using specific ‘joining enzymes’ called DNA ligases, which makes new bonds for the 
DNA to attach to. C. Ratledge and B. Kristiansen, eds., Basic Biotechnology (Cambridge: Cambridge University 
Press, 2001), 66-68. 
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candidate to use in genetic engineering is that when a virus has infected a host cell it has the 

capacity to take control over the cell’s replication system and then reproduces copies of its 

own DNA in order to infect other host cells. So it is the infectious capacity together with its 

replication ability that made viruses interesting for scientists involved in genetic engineering.   

 

Peter Wheale and Ruth Mc Nally have identified three risk aspects of using viruses. The first 

concerns the possibility of what could happen if viruses start to escape from the target cells 

and infect other cells.54 If the virus infects other cells and starts to replicate it could cause 

illness and even the death of the host organism. The second  type of risk that Wheale and Mc 

Nally discuss is the possibility that the genetic material that is introduced to the host may 

recombine with other genetic material resulting in new viruses not encountered before.55 

These new viruses could be harmful to the individual organism, its species and also other 

species. Take for example the H5N1 virus, also known as ‘bird-flu’, which is a virus strain 

that has surprised scientists with its ability to infect more species than any previously known 

flu virus strain, it is also more pathogenic than other strains and continues to evolve. The 

concern here is that the H5N1 virus could evolve into a pandemic by exchanging genetic 

material between human and avian viruses during a co-infection of a host. The H5N1 could 

also through adaptive mutation start to infect by subsequent infections of humans meaning 

that the ability of H5N1 to bind to human cells would increase.56 There have been cases of 

outbreaks of human infections with H5N1 so there are reasons to take this seriously and the 

experience with H5N1 also make topical the fact that the risks pointed out by Wheale and Mc 

Nally are not only of theoretical interest. The last risk that Wheale and Mc Nally take into 

consideration is the unknown effects that an introduction of foreign genes might have on the 

host’s genome. The authors argue that the genome could be considered a dynamic eco-system 

where:  

 

The integration of viral vectors into the genome could trigger the mobilisation, duplication 

and mutation of other parts of the genome, disrupting the expression of host cell genes, 

                                                 
54 P. Wheale and R. Mc Nally, “The Social Management of Genetic Engineering: An Introduction”, in The Social 

Management of Genetic Engineering eds., P. Wheale, R. von Schomberg and P. Glasner, (Aldershot: Ashgate, 
1998), 9.   
55 Ibid.   
56 World Health Organization, Food Safety Research Information Office. “Fact Sheet Avian Influenza (“bird 
flu”)”, http://www.who.int/mediacentre/factsheets/avian_influenza/en/index.html. 2006, retrieved 2008-12-22. 
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transforming the cells into cancerous cell lines, and liberating dormant viruses into their 

infectious life cycle.57   

 
Since the 1970s, technology based on biology has developed into a variety of different 

subcategories for use in certain processes in, among others, agriculture, medicine, or industry. 

The common theme for these processes was that it depended on technological applications 

that use biological systems or living organisms to make or modify products or processes for 

specific use. During the 1980s, biotechnology transformed from a technology concerned with 

a set of techniques for basic laboratory research into an applied science using genetic 

engineering techniques in a wide field of applications, mainly within food processing and 

food production, agriculture and aquaculture.  

 

1.4.2. The Genetic Engineering of Plants and Potential Risks 

The agricultural transformation by the Green Revolution between the 1940s and 1960s 

significantly increased agricultural production. However, the consequences of the Green 

Revolution was that it caused a reduced agricultural biodiversity as well as a reduced wild 

biodiversity in the form of genetic erosion as it relied upon just a few high-yield varieties of 

each crop. The result was that it led to a permanent loss of numerous beneficial genetic traits 

which had been bred into traditional varieties over thousands of years.58 

 

In both the Green Revolution and in the case of genetic engineering, technology was deployed 

in order to increase yield many times by creating different high-yielding varieties. It has been 

argued that new GM crops could have a negative effect on biodiversity through unintentional 

crosspollination and crossbreeding, so-called gene flow or genetic pollution.59 The use of GM 

crops could by unintentional gene flow result in great loss of genetic diversity and 

biodiversity when the genetically engineered plants interbreed with naturally evolved wild 

varieties.60 Also, with an increasing global use of just a few high-yielding GM crops it could 

                                                 
57 P. Wheale and R. Mc Nally, “The Social Management of Genetic Engineering: An Introduction”, 10. 
58 Vandana Shiva has written several books and articles about the issue of biodiversity. See for example V. 
Shiva, ed., Biodiversity: Social and Ecological Perspectives (London: Zed Press, 1992) and V. Shiva. 
Tomorrow's Biodiversity (London: Thames and Hudson, 2000). 
59 H. Wilson. “Gene flow in squash species,” BioScience 40, 449-55 (1990); United Nations Industrial 
Development Organization, “International Biosafety guidelines and code of conduct for the release of genetically 
engineered microorganisms and plants,” Genetic Engineering and Biotechnology Monitor 39, 1-19 (1992). For 
an overview of the ecological risks with GM plants see J. Rissler, and M. Mellon, The Ecological Risks of 
Engineered Crops (Cambridge: The MIT Press, 1996). 
60 Unfortunately it seems that genetically modified crops have become a common source for genetic pollution. 
See GeneWatch and Greenpeace International, GM Contamination Report 2005. A review of cases of 
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cause genetic erosion, not by unintentional gene flow but through intentionally selecting the 

high-yielding GM instead of other less yielding crops species, which could in the future 

threaten food security when diverse genetic material will cease to exist and there is no 

possibility to further improve or hybridize weakening crops and livestock against increasingly 

resistant diseases and other difficulties, such as climatic changes.61 

 

The interest in research in genetically engineered plants in the beginning of the 1980s was 

driven by high expectations that the technology would solve problems created as an effect of 

the modern industrialized agricultural regime. Modern crop enhancement caused an 

increasing use of expensive and environmentally hazardous fertilizers and an extensive use of 

pesticides and herbicides.62 There was also an increasing concern about the susceptibility of 

crops to outbreaks of diseases because of the high degree of inbreeding and a narrowing of the 

genetic base of cultivated crops. It was argued that it could lead to a loss of “important genetic 

traits” by reduction of “world germplasm” as some scientists have argued.63  

 

During the late 1970s and early 1980s, scientists worked to achieve a functional expression of 

a novel gene in a genetically engineered plant. The limited understanding of gene expression 

was a major barrier. The knowledge deficit was however about to change. In an appeal to the 

scientific community the authors in an article in Science argued: 

 

To be successful in plant genetic engineering, we must begin to develop an understanding 

of the elements that control gene expression. The significance to gene expression of precise 

DNA constructs is now beginning to be understood in bacterial, yeast, and even mammalian 

systems, in part because of the development of methods for inducing cell transformation. 

With transformation methods evolving and useful genes being discussed, genetic 

transformation of plants can now be considered realistically. 64 

 

Even if the transfer of modified DNA between microorganisms by the recombinant DNA 

method was now routinely carried out at this time, there did not yet exist convenient vector 

systems for carrying modified DNA to higher plants. Another limitation was the lack of any 

reliable transformation markers in order to identify when the modified DNA had been 

                                                                                                                                                         
contamination, illegal planting and negative effects of genetically modified organisms. 
www.gmcontaminationregister.org (Retrieved December 28, 2008). 
61 V. Shiva. Monocultures of the Mind: Biodiversity, Biotechnology and Agriculture ( London: Zed Press, 1993). 
62 K. A. Barton & W. J. Brill, “Prospects in Plant Genetic Engineering”, Science 219, no. 4585 (1983): 675. 
63 Ibid., 671. 
64 Ibid., 671-672. 
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successfully transformed into cells. When the pathogen’s mechanisms of infection and 

replication become more known to scientists it was possible to use natural routes of entry into 

plants cells by using routes of plant pathogens as a vector.65 

 

Besides the problem of how to insert genes into plants, the genes need also to be inserted into 

the plants in a site-specific manner. This creates two problems. First, the genes that are 

inserted must be in sufficient amount and, second, the inserted genes must be inserted where 

they can be expressed.66 The first problem is easily overcome today. Scientists can either 

grow DNA in bacteria that can then be harvested or use polymerase chain reaction (PCR) to 

multiply DNA in sufficient amounts.67 

 

The problem of inserting genes where they can be properly expressed has been a more 

delicate problem for scientists. A method that has now become routine is the Agrobacterium 

tumefaciens tecnique.68 It was developed during the early 1980s and marked the start of plant-

based genetic engineering.69 The Agrobacterium tumefaciens is a soil bacterium that naturally 

infects certain plants, causing a disease called crown gall disease. It is a disease caused by 

infection through wounds in the plant by the Agrobacterium. After the infection, tumours start 

to form. In 1977 it was established that the cause of the tumours was that the bacterium 

inserted a plasmid containing genetic information into the host DNA.70 Because of the 

                                                 
65 In order to genetically modify plants one can either use bacteria or viruses. These methods have their own 
advantages and drawbacks. Genetic engineering of plants also has its own drawbacks and advantages that the 
genetic modifications of bacteria do not encounter. The advantage is that plants are easy to cross and can be bred 
asexually. Plant cells are also totipotent, which is a tremendous advantage compared to other organisms. Another 
well-known totipotent cell is the human fertilized egg. The benefit with totipotent cells in plants is that they can 
be grown in a medium and then induced to produce new plants from a single cell. The drawback with plant cells 
compared to bacteria is that the plants have heavy cell walls, which make them hard to penetrate when inserting 
new DNA. Another drawback is that plant cells do not generally contain plasmids, which the recombinant DNA 
method is based on. W. E. Hill, Genetic Engineering, 159 
66 W. E. Hill, Genetic Engineering, 163. 
67 The polymerase chain reaction (PCR) was introduced in the mid-1980s and became an important technique in 
the development of biotechnology. A polymerase is a biological macromolecule that catalyses the configuration 
and repair of DNA. It is a biological process and without it living matter would not be able to replicate. With 
PCR it is possible to amplify virtually any fragment of DNA. The amplification reaction is cyclical which means 
that the concentration of DNA doubles at each cycle, making the total amount of DNA increase exponentially. 
68 The use of the Agrobacterium tumefaciens has been successful but it does not infect all plants. It does not 
function on cereal plants, such as wheat, oats, and rye. In these cases the use of different viruses for placing new 
DNA into plants cells has been explored. But using a virus as a vector also has some drawbacks. “However, 
every virus has limitations with respect to the kind of plants they will infect, the amount of inserted DNA they 
can carry, and exactly where they will insert that DNA in the plant cellular chromosome.” W. E. Hill, Genetic 

Engineering, 167. Because of these problems the virus method is less accurate than using bacteria and also more 
expensive. 
69 J. E. Smith. Biotechnology (Cambridge: Cambridge University Press, 2004), 255. 
70 M. J. Reiss and R. Straughan, Improving Nature? The science and ethics of genetic engineering (Cambridge:  
Cambridge University Press, 1996), 39. 
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characteristic of this plasmid it has been named the Ti plasmid where Ti stands for “tumour-

inducing”. In 1983, the first practical system for genetically engineered plants was developed. 

It used Agrobacterium tumefaciens to transfer part of its Ti plasmid into the host plant 

genome.71 

 

It could be argued that the driving forces in European regulation on GMOs are the scientific 

uncertainties of possible human and environmental effects and a strong public involvement 

through NGOs. The uncertainties of potential effects of GM food on human health include the 

risks of creating allergenic reactions and increased resistance to antibiotics.72 Concerning the 

risk for the possibility of negative environmental effects there are two main problems. The 

first is that the engineered plants become weeds in agricultural ecosystems by having a higher 

survival fitness, and the move out of the field to disturb unmanaged ecosystems. The other is 

known as “genetic pollution” or cross-contamination, which means that genes are transferred 

to other crop relatives.73 The risks with GMOs have also been put forward in terms of 

cultural, ethical, and religious aspects.74 These risks together with experience of food scares 

such as the mad cow disease contributed to negative publicity that has been used by 

environmental and consumer groups in Europe in order to effectively undermine consumer 

trust for the technology. 

 

1.5. Outline of Dissertation 

Chapter 2 takes up the central methodological issues that this study confronts. I discuss some 

special circumstances that concern the conducting of science and technology studies regarding 

policymaking in the European Union. I focus here on the relationship between science and 

society within the EU. I found controversies about democracy, risks, expert disputes, and 

governance in the form of regulation control which have affected the legislative trajectories. I 

also discuss the appearance of a European public sphere that has been constructed around risk 

issues with GMOs. Furthermore, chapter 2 discusses more concrete methodological issues 

                                                 
71 J. E. Smith. Biotechnology, 185. Basically, the process is made by removing the genes that activate the tumour 
inducing process in the Ti plasmid, which does not affect the Agrobacterium capacity to infect plants. The area 
in the genome that then becomes available is used for inserting new genetic material, which the bacterium then 
inserts into the plant cell chromosome. 
72 D. R. Anderson, “Biotechnology Risk Management: the Case of Genetically Modified Organisms (GMOs),” 
CPCU Journal 54 no. 4 (2001): 219. 
73 J. Rissler, and M. Mellon, The Ecological Risks of Engineered Crops, 22. 
74 D. R. Anderson, “Biotechnology Risk Management: the Case of Genetically Modified Organisms (GMOs),” 
220.  
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such as the analysis of case studies, the study’s empirical sources, earlier research, as well as 

text and policy analysis.   

 

The special circumstances of studying policymaking within the EU also offer theoretical entry 

points for investigating GMO policy in the EU. In chapter 3 I present my theoretical 

framework which starts off from the concept of reflexivity found in the writings of Ulrich 

Beck and Jürgen Habermas. I focus on Beck’s concept of reflexive modernisation and how it 

entails a new contingency in boundaries between social spheres. I employ the theory of 

reflexive modernisation by providing a theoretical framework for conceptualising the 

conflicts that have occurred in society concerning GMOs. I also discuss Habermas approach 

to law, democracy and the public sphere, and then relate how Beck’s conception of 

subpolitics could be understood within the frame of Habermas’ deliberative democracy. 

 

In chapter 4, I describe the recombinant DNA controversy and how it emerged as a central 

topic in the regulatory policy discourse in the USA. I describe in this chapter how scientists 

used their experience from the research regarding DNA research in order to interpret and 

define the concept of biohazards. By being able to articulate and thus shape the risk discourse 

in genetic engineering, the scientific community became key actors in the regulative process 

and become an important actor in the future regulatory policy discourse.  

 

In chapter 5, I turn the focus towards the European regulatory process and the different stages 

of making the GMO Directive 90/220, focusing on how issues of harmonisation, risks, 

uncertainties, and public concerns appear in the regulatory process. In chapter 6, I discuss the 

regulatory development concerning the European moratorium on GMOs. I argue that one 

could discern a transformation of the European regulative framework of GMOs identified by 

an increasing politicisation. This could also be distinguished in the emergence of the new 

directive that was discussed at the time.  

 

In chapter 7, I focus on the regulative process of replacing Directive 90/220 with a new 

regulatory framework and how the European moratorium came to influence the process in a 

new direction. The European Commission initiative was to propose a more simplified and 

streamlined regulative framework but after four years of negotiations the new directive had 

introduced a more rigorous legislation than before. My focus is how risk is defined, 



 54 

interpreted, and framed by the European Commission, the Parliament, and the Council as it is 

a key to understanding the regulative procedure.  

 

In chapter 8 I investigate the latest controversy in European GMO politics. The controversy 

over how segregation practices should be managed between GM, conventional and organic 

crops for preventing admixtures. I discuss two different regulatory discourses that have 

emerged, the coexistence discourse supported by the Commission, and the segregation 

discourse supported by some member states. I describe the case of Upper Austria vs. 

Commission as we here will see arguments from these two discourses being used to convince 

the European Court. In chapter 9 I use the findings in the empirical study to discuss how 

reflexive politics in the GMO case has been formed.  
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2.  Methodological Considerations 

 

 

 

We are not students of some subject matter, but students of problems. And problems may 

cut right across the borders of any subject matter or discipline. 

    K. R. Popper, 196375 

  

 
 

2.1. Choices and Limitations in the Unfolding of GMO 

Legislation  

As a legislative apparatus, the EU directives have an immense impact on the member states 

and permeate many regulatory areas. In many ways the directives govern the play by staging 

the regulatory arena among the member states as the directives are binding in terms of the 

results, even if the member states national authorities decide how to achieve the results. The 

regulatory freedom in which the member states can decide how to implement the directives is 

however limited. The political scientist Simon Hix has argued that: “Directives are often so 

detailed that they leave little room for manoeuvre in the transposition of the legislation by the 

member states.”76 As the directives have such a great influence on the European regulatory 

apparatus they are considered to be the most important outcomes of the EU’s legislative 

process.77 Because of the directives’ importance, both in EU law as well as for the member 

states, they are the cornerstone of this study.  

 

This study of the regulatory development of GMOs in the EU is a longitudinal study over 

time but it is not the intention to incorporate and analyse every EU regulation on the subject. 

                                                 
75 K. R. Popper, Conjectures and Refutations: the Growth of Scientific Knowledge (New York: Routledge, 
1963), 88. 
76 S. Hix, The Political System of the European Union, 104.  
77 J. Peterson and E. Bomberg, Decision-making in the European Union, (London: MacMillan Press, 1999), 48. 
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Instead different episodes have been selected (see chapter 1 for an overview of the episodes) 

that have had importance on European GMO regulation. In methodological terms one could 

argue that this study is a multiple case study. It consist of five cases that have been selected 

because of their uniqueness and their important bearing on EU’s regulative process on GMOs 

and not because they are representative, which otherwise is a common strategy for choosing 

cases.  

 

As I have mentioned above, two of those events are more empirical in-depth case studies, 

namely the regulative process of shaping Directives 90/220 and 2001/18. The other three 

episodes have been incorporated based on their contribution to regulative issues concerning 

risk and precaution. The first of these, the controversy regarding rDNA research has been 

chosen based on the regulatory praxis that developed regarding the policymaking of 

biotechnology. The second, the controversy concerning the GMO moratorium was selected 

because it was an important incident regarding the political GMO discourse but also had 

regulatory consequences. The third episode concerns the debate regarding the regulatory 

framework of how GMO crops can coexist with other crops. In order to better grasp different 

regulatory standpoints in this controversy, I have chosen to study how a specific region has 

tried to argue against the EU and ban the cultivation of GMO crops. The region I have 

selected is Upper Austria because it was the first case in the coexistence controversy where a 

regulative counter-proposal in order to achieve GMO-free regions was presented. The 

Commission did not have any earlier experience to fall back on and therefore had to apply and 

interpret the existing regulatory framework and mechanisms, including the Commission’s 

new guidelines for coexistence, to cope with the legislative challenge in a new socio-political 

context. It is therefore a unique case.  

 

I have now discussed some methodological implications. However, I have to mention what 

the case study approach signifies in this study.  

 

2.1.1. The Case Study Approach 

As I mentioned above, the research design in this study could best be characterised as a 

multiple case study approach. Case studies can be done in many different ways. The method 

that I have employed here could be characterised as a retrospective case study as it is 

concerned with following a transformation process over time by analysing legal documents 
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which are used to construct the process. The case study cannot contribute to statistical 

generalisation like the survey method, but analytical generalisation could be done. It is 

therefore a very plausible method to use in my case, which aspires to deploy specific 

theoretical propositions such as reflexivity. I will in the next chapter develop the theoretical 

framework regarding theories about reflexivity. For now, I will in this subsection discuss the 

case study method and the implication it has for my study.  

 

A major rationale for using the case study approach is when the investigation needs to cover 

both a particular phenomenon, such as the regulative process of the directives, and also the 

context within which the phenomenon is occurring, such as the regulatory institution’s 

relationship and internal political agenda.78 Thus the case study approach is well-suited to 

exploring questions of ‘why’ and ‘how’, and in my study it contributes with the possibility of 

a longitudinal examination of certain events in the policymaking process. Robert E. Stake has 

argued that: 

 

We study a case when it itself is of very special interest. We look for the detail of 

interaction with its context. Case study is the study of the particularity and complexity of a 

single case, coming to understand its activity within important circumstances.79 

 

The quote summarises the essence of the case study approach and distinguishes the case study 

method from other research strategies. In the first sentence Stake argues that one needs to 

have a special interest in the case/cases one chooses. The interest that one assigns to a case is 

of course related to the purpose of the study in the first place. For this study the purpose is to 

investigate how reflexive forms of regulations emerge within the EU regulatory framework of 

GMOs and my cases have been selected with the intention that they could tell me something 

unique in the history of European GMO policymaking, and that these specific cases could 

give me an understanding of the nature of the regulatory praxis involved.  

 

In the next sentence Stake mentioned the relationship of the case with its context. In the case 

study the context is of great importance in order to understand the uniqueness, complexity, 

and interaction of the examined case. The context in case studies cannot be easily controlled 

in the way that laboratory experiments are done to check a few variables. Instead, the 

                                                 
78 R. K. Yin, Applications of Case Study Research (London: Sage Publications, 1993), 31. 
79 R. E. Stake, The Art of Case Study Research (London: Sage Publication, 1995), xi. 
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boundaries between phenomena and context are blurred.80 The EU’s regulatory process on 

GMOs takes place in a complex legal and political environment, which is difficult to fully 

comprehend. I have taken measures to provide context by, in some of the cases, letting them 

overlap with each other, and thereby the cases themselves contribute to providing contexts for 

each other. The last sentence in the above quote is the most important. Here Stake takes up the 

result that the case study could provide. By carefully selecting unique cases and examining 

them in detail and providing a “thick” description of them, one could gain an understanding of 

the case activity within significant conditions such as how reflexive forms of regulations 

emerge in the European GMO regulation. 

 

Bent Flyvbjerg has argued that the multiple wealth of details in case study research has two 

important contributions. “First, it is important for the development of a nuanced view of 

reality…. Second, cases are important for researchers’ own learning processes in developing 

the skills needed to do good research.”81 The first point refers to the fact that the case study 

allows for the researcher to assembly a thick, context-sensitive description of a certain 

process, which I already have commented on above. 

 

The second point by Flyvbjerg addresses both the researchers’ own learning process and also 

that it contributes to a critical reflexivity of one’s own methods and theories deployed in the 

research. Also the process of choosing what to include in the case study is a learning process. 

My own research process started with a pilot study in order to find relations and concepts that 

could be useful. The pilot study consisted of initial observations at different conferences and 

hearings as well as interviews with Swedish policymakers. During the time I also considered 

different theoretical approaches to explore the material as I mentioned above. The idea with 

the pilot study was to be able to frame important regulative issues for further investigation. 

There were thus no pre-defined analytical concepts that were used for coding and interpreting 

the empirical material. Instead the observations and interviews in the pilot study produced a 

contour of problems, tensions, and processes for further investigation. The pilot study 

rationale is to assist in developing relevant research questions and to provide conceptual 

clarifications for the research design.82 The main result from the pilot study was that it turned 

my focus from making comparisons of the regulative approach between certain member states 

                                                 
80 R. Yin, Case Study Research. Design and Methods (London:  Sage Publications, 1989), 44. 
81 B. Flyvbjerg, “Five Misunderstandings about Case-Study Research,” Qualitative Inquiry 12, no. 2, (2006): 
223. 
82 R. K. Yin. Case Study Research. Design and Methods, 74. 
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and instead shifted focus towards the regulative process in the EU for reasons I have stated 

above.  

 

There exist several strategies for case selection. Flyvbjerg distinguish between random 

selection and information-oriented selection. Random selection of samples and cases is based 

on an aspiration to avoid systematic biases in the sample while the information-oriented 

selection ambition is to maximize the utility of information from small samples and single 

cases where the cases are selected based on the expectations about the information content.83 

My own cases fall into the category of being information-oriented. But Flyvbjerg also divides 

this category into several other categories such as extreme, critical, variation, and 

paradigmatic cases. Taking these four categories as a point of departure, I would argue that 

my own study falls into the category of critical cases, as Flyvbjerg mentioned that the criteria 

for this category has to do with that these cases are selected on the basis that they have 

strategic importance in relation to the general problem.84 The selection of critical cases is thus 

a strategic choice, which should correspond to either a theoretical enquiry and/or an empirical 

investigation. Either way, it is clear that locating critical cases requires experience, experience 

that the pilot study provided me with.   

 

2.1.2. Material 

The analyses of the two directives focus on the inter-institutional process of decision-making. 

While a lot of different methods can be used in gathering information for a case study, the 

empirical method used in this study is text-based with a focus on EU documentation. A 

helpful source here has been the PreLex database, which monitors the decision-making inter-

institutional processes between the EU institutions.85 The regulative procedures are monitored 

here and are helpful to identify tensions and issues in the regulative process. Documentation 

regarding Directive 90/220 is not available on the Internet but the local campus library staff 

has been helpful in acquire documentation on the decision-making process between the EU 

institutions. I would argue that the method and data chosen for the case studies has been an 

attempt to give an account of structure and meaning from within the legislative process. The 

focus on structure and meaning entails that the study could be characterised by a discursive 

framing with the consequence that actors and agency are transferred to the background. It has 

                                                 
83 B. Flyvbjerg, “Five Misunderstandings about Case-Study Research,” 230. 
84 Ibid., 229. 
85 The PreLex database was found at http://ec.europa.eu/prelex/apcnet.cfm?CL=en. Retrieved 2008-05-19 
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not been my purpose to analyse, for example, the European Parliament agency during a 

certain episode, but instead accentuate the regulative process from the perspective of risk and 

the precautionary principle. The PreLex database follows the major stages of the decision-

making process, the decisions of the institutions and all official documents connected to the 

process, i.e. Proposals, Recommendations, Communications transmitted by the Commission. 

It monitors the work of all the various institutions involved in the process such as the 

European Parliament, the Council, the Economic and Social Committee (ESC), the 

Committee of the Regions, the European Central Bank, the Court of Justice, and so. The 

database also gives access to the electronic texts connected to the legislative issues (the COM 

documents, the Official Journal, the Bulletin of the European Union, documents of the 

European Parliament, press releases, etc.). The documents regarding the inter-institutional 

decision-making process for Directive 90/220 are presented in table 2.86 The inter-institutional 

decision-making process has been used as the main material for chapters 5 and 7, which focus 

on the trajectories of risks and the precautionary principle and how it is framed within this 

process. 

Table 2: The documents involved in the inter-institutional process for Directive 90/220. 

The inter-institutional process for Directive 90/220 

DateDateDateDate InstitutionInstitutionInstitutionInstitution DocumentsDocumentsDocumentsDocuments 

06/04/1988 Commission/Council Initial legislative document 

24/11/1988 Economic and Social Committee (ESC) Opinion, report   

19/04/1989 EP Committee - Energy and Research Opinion 1st reading 

26/04/1989 EP Committee - Environment, Health, 

Consumer 

Report 1st reading 

25/05/1989 Parliament (EP) Opinion 1st reading 

31/07/1989 Commission, DG11 Adoption amended proposal 

30/11/1989 Council (EC) Adoption common position 

20/02/1990 Parliament (EP) Report 2nd reading 

14/03/1990 Parliament (EP) Opinion 2nd reading 

20/03/1990 Council (EC) Adoption re-examined 

proposal 

23/04/199023/04/199023/04/199023/04/1990    EU Formal adoption by Council 

 

                                                 
86 For further references see http://ec.europa.eu/prelex/detail_dossier_real.cfm?CL=en&DosID=143899. 
Retrieved 2008-10-09. 
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For Directive 2001/18, the major inter-institutional documents involved in the decision-

making process are presented in table 3.87 The process of the Conciliation committee and the 

3rd reading has been added through the adoption of the Maastricht Treaty.88  

Table 3: The documents involved in the inter-institutional process for Directive 2001/18. 

The inter-institutional process for Directive 2001/18 

DateDateDateDate    InstitutionInstitutionInstitutionInstitution    Documents Documents Documents Documents     

23/02/1998 Commission/Council Initial legislative document 

09/09/1998 Economic and Social Committee 

(ESC) 

Opinion, report   

21/01/1999 Parliament (EP) Committee 

Environment, Health, Consumer 

Report 1st reading 

11/02/1999 Parliament (EP) Opinion, 1st reading 

26/03/1999 Commission Modified legislative proposal 

09/12/1999 Council Adoption common position 

13/01/2000 Commission Communication on the common 

position 

21/03/2000 Parliament (EP) Committee 

Environment, Health, Consumer 

Decision of the committee responsible, 

2nd reading 

12/04/2000 Parliament (EP) Position, 2nd reading 

16/05/2000 Commission, DG Environment Opinion on the EP position at 2nd 

reading, Adoption of Commission 

opinion  

13/12/2000 EP/Council Conciliation committee, decision 

14/02/2001 Parliament (EP) Decision on 3rd reading. Approval and 

legislative resolution. 

15/02/2001 Council  Decision at 3rd reading. Approval of 

joint decision. 

12/03/200112/03/200112/03/200112/03/2001    EU Final legislative act. Signature by EP 

and the Council 

 

                                                 
87 For further references see http://ec.europa.eu/prelex/detail_dossier_real.cfm?CL=en&DosID=113298#267812. 
Retrieved 2008-10-09. 
88 See also chapter 1 for a more detailed description of the inter-institutional processes. 
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In chapter 6 I will discuss the emergence of the GMO moratorium and its regulatory 

consequences. Here the empirical source is the Novel Food Regulation.89 Besides that, I use 

several reports from the Environmental Council meetings in order to be able to identify the 

process leading to a moratorium. The Council is the European Union’s main decision-making 

institution, and shares the power of co-decision with the European Parliament for a number of 

the Union's legislative acts (see chapter 1). Some of its deliberations are public and most of its 

official documents are accessible to the public.90 My empirical horizon is thus limited to those 

meetings even though I use opinion polls such as the Eurobarometer 52.1 on the European 

public and biotechnology
91 as well as other text sources such as articles on the subject in order 

to discuss the meetings in a broader context. However, the Council has an important role as it 

is responsible for decision-making and co-ordination and is the main decision-making body of 

the European Union. The Council consists of the ministers of the member states and 

depending on the issue on the agenda, each country will be represented by the minister who is 

responsible for the subject in focus (foreign affairs, finance, social affairs, transport, 

agriculture, etc.).  

 

In chapter 8, the last empirical chapter, I use several sources of EU documentation. The 

chapter is divided into two parts. The first part discusses the regulatory complication of 

introducing guidelines for coexistence between GMO and other crops. I use several sources 

from the European Commission such as recommendations, research reports, and decisions. In 

contrast to the Commission’s publication I use documents from the European Parliament but 

also from NGOs such as Gene Watch, Greenpeace International, and Soil Association in order 

to reconstruct two different and opposing discourses regarding coexistence – what I have 

termed the coexistence versus the segregation discourse. Here I also use some interviews with 

Swedish executive officers from the pilot study as they address the issue of coexistence. The 

other part of this chapter is a small study regarding the legal consequences for Austria in their 

refusal to accept the Commission coexistence regulations. By focusing on how a member 

state refused to accept a regulation, I will bring a new actor among the European Union’s 

institutions into play – the European Court of Justice. I use research reports and other 

                                                 
89 European Parliament and Council Regulation no. 258/97 concerning novel food and novel food ingredients. 
90 All citizens can access Council documents under the conditions laid down by Regulation no. 1049/2001 on 
public access to documents and the Council’s Rules of Procedure. A public register of Council documents is 
available on the Council Internet site http://register.consilium.eu.int. 
91 Eurobarometer 52.1. The European and Biotechnology, 

http://ec.europa.eu/public_opinion/archives/eb/ebs_134_en.pdf. Retrieved  09/10/2008. 
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documents that Austria appeals to as well as to the different Court cases containing the 

verdicts from the Court as the case develops.  

 

Regarding empirical material, in the spring of 2007 I travelled to Brussels in order to conduct 

several interviews. My stay also occurred at the same time as a European Parliament 

conference on GMO and coexistence. I was therefore able to pursue more informal 

discussions concerning my project. I was also able to visit the conference which provided me 

with the line of approach that constitutes chapter 8, as well as with documentation and 

information. 

 

2.2. Methodological Considerations and Previous 

Research  

GMO policy had attracted academic interest from a variety of different disciplines. I will here 

mention the research and sources in areas that coincide with my own study. The different 

areas are presented under the headlines ‘GMO and politics’, ‘GMO and public attitudes’, 

‘GMO and legal regulation’, and ‘GMO, risks and the precautionary principle’. These 

headlines are chosen because they represent the areas which frame my own study.  

 

2.2.1. GMOs and Politics 

The literature discussed below has from an early stage in my investigations played a 

significant role in understanding the dynamics and processes in the early establishment of 

biotechnology policies. I have brought my own understanding of these issues into dialogue 

with Herbert Gottweis’ reconstruction of genetic engineering’s risks as a field for regulatory 

policymaking. Gottwies argues that the new regulation policies of rDNA research implied a 

specific and contested mapping of the boundaries between society and science in order to get 

biotechnology to be socially accepted.92  

 

                                                 
92 Gottweis, Governing Molecules, 153-229. Herbert Gottwies’ study of the political development of genetic 
engineering in Europe and the United States was published in 1998. Through a poststructuralist analysis of the 
policy development Gottwies provides new interpretations of regulatory disputes in Germany, Britain, and 
France. He argues that there have been socio-political and scientific strategies since the 70s to make genes 
‘governable’. While Gottwies focused on the politics of genetic engineering in the United States and in Europe, 
departing from Germany, Britain, and France, my main focus is the policymaking of GMOs within the different 
EU institutions. Neither do I use the same theoretical concepts or traditions as Gottwies.  
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When it comes to earlier research regarding the political aspects of biotechnology, genetic 

engineering and GMOs, it might be useful to recapitulate the period of time covered in this 

study. In chapter 1 I used five different regulative periods in order to describe the regulative 

history of GMOs/rDNA. The first was the period with the Asilomar conferences (1970-1975). 

Here especially five books have been useful sources. The first that needs to be mentioned is 

James D. Watson’s and John Tooze’s book The DNA Story. A documentary history of gene 

cloning,93 which has been useful as it consists of a collection of key documents, speeches and 

letters concerning the recombinant DNA debate. As Watson was involved in person with his 

own agenda and interests during this period it is of interest to mention how Watson and Tooze 

have selected the documents. According to Watson and Tooze: 

 

Our publisher was exceptionally generous, but many things had to be left out; the choice 

was not always easy to make, even though three documents we wished to include are 

missing because their authors refused us permission to reproduce them.94   

 

From the quote above it is clear that not every document that is related to the issue regarding 

the rDNA debate is accounted for. The authors did not give so much information about how 

the choices have been made for inclusion but argue that: 

 

We personally believe that recombinant DNA research is best left virtually unregulated, but 

we know that others saw – and may still see – the matters as less clearcut. We have striven, 

therefore, to present the opinions in as impartial way as possible.95 

 

Even if one could have wished for a more detail description regarding how choices have been 

made for including documents I found the book’s documents to be useful in combination with 

the other books. The chapter concerning the Asilomar conferences and the rDNA controversy 

in this study are based on Susan Wright’s book Molecular Politics: Developing American and 

British Regulatory Policy for Genetic Engineering, 1972-1982
96 and Sheldon Krimsky’s book 

Genetic Alchemy: the Social History of the Recombinant DNA Controversy
97

. Wright focuses 

on the development of regulatory policy for genetic engineering using archival material, 

                                                 
93 Watson and Tooze, The DNA Story, 1981. 
94 Ibid., x. 
95 Ibid., x-xi. 
96 S. Wright, Molecular Politics: Developing American and British Regulatory Policy for Genetic Engineering, 
1972-1982 (Chicago: University of Chicago Press, 1994). 
97 S. Krimsky, Genetic Alchemy: The Social History of the Recombinant DNA Controversy (Cambridge: MIT 
Press, 1982). 
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government records, and interviews with industry executives, politicians, scientists and, trade 

unionists. Krimsky on the other hand focuses on policy and ethical issues regarding the risks 

with genetic engineering. An “inside” perspective of the recombinant DNA controversy is 

provided by Donald Fredrickson who became the director of the National Institutes of Health 

(NIH) in July 1975. In his book The Recombinant DNA controversy. A Memoir – science, 

politics, and the public interest 1974-1981 he describes the evolution and adaptation of the 

NIH guidelines for Recombinant DNA Research and the formation of the new Recombinant 

DNA Advisory Committee (the RAC).98  

 

In chapter 5 I cover the period of making the first European directive on GMOs (1985-1990). 

The sources here could be divided into two subcategories. One concerns GMO politics in the 

EU and the other concerns more formal EU regulation and political steering. When it 

concerns GMO politics, the overview made by H. Torgersen, et al. has been useful for helping 

me understand the big picture of EU regulation.99 Other sources that have been used in 

chapter 5 concern the relationship of GMOs, policymaking, and governance.100 The sources 

that have been used regarding how politics and policymaking are carried out within the 

context of the EU have focused on how decision- and policy-making are carried out within the 

different institutions, the development of environmental policy in the EU, and how certain EU 

institutions such as the European Parliament are involved in environmental policy and GMO 

politics.101 Another useful study regarding GMOs, policymaking, and governance is Sheila 

Jasanoff’s comparative examination between EU, US, Britain, and Germany regarding 

biotechnology policy, which has been useful both as providing a more profound 

                                                 
98 D. S. Fredrickson, The Recombinant DNA controversy. A Memoir – science, politics, and the public interest 

1974-1981. (Washington D.C.: ASM Press, 2001). 
99 H. Torgersen, et. al. “Promise, problems and proxies: twenty-five years of debate and regulation in Europe,” 
2002. 
100 D. Barling, “The European Response to GM Foods: Rethinking Food Governance,” in Engineering the Farm: 

The Social and Ethical Aspects of Agricultural Biotechnology eds., M. Lappe and B. Bailey (Washington: Island 
Press, 2002); K. G. Rosendahl, “Governing GMOs in the EU: A Deviant Case of Environmental Policy-
making?” Global Environmental Politics 5 no.1 (2005); L. A. Patterson and T. Josling, “Regulating 
Biotechnology: Comparing EU and US Approaches,” in Environmental Policy in the European Union ed., A. 
Jordan (London: Earthscan, 2005). 
101 J. Peterson and E. Bomberg, Decision-making in the European Union (Basingstoke: Macmillan Press Ltd, 
1999); P. M. Hildebrand, “The European Community’s Environmental Policy, 1957 to 1992: From Incidental 
Measures to an International Regime?” in Environmental Policy in the European Union ed., A. Jordan (London: 
Earthscan, 2005); C. Burns, “The European Parliament: The European Union’s Environmental Champion?” in 
Environmental Policy in the European Union ed., A. Jordan (London: Earthscan, 2005). 
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understanding of policymaking in Britain and Germany as well as the early development of 

EU and US policy.102 

 

In chapter 6 I discuss the moratorium on GMOs. In this chapter I use literature that I have 

mentioned above but also other sources that should be mentioned. When it comes to the 

moratorium, the article by S. Lieberman and T. Gray has provided vital information.103 But 

perhaps more importantly, their article invoked an interest regarding the circumstances that 

led to the moratorium and its consequences for future GMO policy. The more I thought about 

this, the more it became clear that the moratorium needed a separate chapter in order to be 

able to understand the changes made in Directive 2001/18 which was developed after the old 

Directive 90/220. Dave Toke’s study on the comparison between GM food politics in the US, 

Britain, and the European Union has been a useful source.104 Toke makes a comparative study 

between the UK, the USA, and the EU and his study explores how different science-oriented 

regulatory systems have come to choose different sources with which to assess GMOs, 

leading thus to different policy framing. Toke criticizes the fact that the different policy 

outcomes between the EU and the US are often understood in a simplistic way. In his view, 

policy outcomes cannot be ascribed to certain events or actors, and our effort to understand 

policy must be more sensitive to the relationship between context, events, and actors. Toke 

identifies three factors that are important for the difference policy outcomes. The first is that 

the US and the Europe have different attitudes to food, second, dangerous technologies create 

much more public resonance in Europe than the US, and third, the BSE crisis caused 

suspicion in Europe about GM food. I think his analysis is correct, especially differences of 

cultural aspects in food, politics, and social dimensions have to be taken under consideration 

in any comparison between the US and the EU, but also when one considers different policy 

outcomes in different member states in Europe. In order to attempt to explain the moratorium 

and its consequences on the EU level I have used Simon Hix’s examination of the EU system 

decision making bodies and policy processes.105 

                                                 
102 S. Jasanoff, Designs on Nature, 2005. Regarding the political aspect, Jasanoff argues that we are encountering 
an undermining of national state authority with an increasing pressure to reinvent the forms of democratic 
governance (page 14). Pluralism, localism and ambiguity are replacing the ‘old politics of modernity’, which 
were centred on rationality, universality, and objectivity according to Jasanoff. The change of the cognitive 
nature, Jasanoff traces to the transformation from a realistic view on knowledge to a constructivistic perspective 
(page 13).  
103 S. Lieberman and T. Gray, “The so-called ‘moratorium’ on the licensing of new genetically modified (GM) 
products by the European Union 1998-2004: a study in ambiguity,” Environmental Politics, vol. 15, no. 4. 
(2006): 593. 
104 D. Toke, The Politics of GM Food, 2004. 
105 S. Hix, The Political System of the European Union, 1999. 
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The next two empirical chapters, chapter 7 and 8, are mostly based on empirical sources and 

the literature concerning previous research in the field of GMO politics, in most cases already 

mentioned above. However, there are two new issues that one encounters here. First, in 

chapter 7 I discuss the making of Directive 2001/18 and in this process the concept of 

‘substantial equivalent’ appears. The definition of the concept is vague but the pragmatic idea 

behind the concept was first articulated by the OECD. According to the OECD, “If the new or 

modified food or food components is determined to be substantially equivalent to an existing 

food, then further safety or nutritional concerns are expected to be insignificant”.106 The 

concept of ‘substantial equivalence’ has been employed by many international agencies (see 

page 235). However, there has been criticism of the concept from a variety of sources and I 

present arguments from an often-mentioned article by Millstone et. al, the main argument of 

which is that even if a genetically modified food is chemically similar to its natural 

counterpart it is not evidence that it is safe for human consumption.107  

 

The other issue concerns the concept of ‘coexistence’ in chapter 8. Here I should mention a 

study made by Rolf Lidskog, Linda Soneryd and Ylva Uggla regarding the issue of 

coexistence. It is a study of the conflict concerning genetically modified crops within the 

European Union and one of its member states, Sweden. Lidskog, Soneryd and Uggla have 

investigated how coexistence is negotiated and formulated in the Swedish national framework 

within a wider European regulatory regime, which has been useful for my own understanding 

of the subject.108 

                                                 
106 OECD. Safety Evaluation of Foods Derived by Modern Biotechnology: Concepts and Principles (Paris: 
Organisation for Economic Cooperation and Development, 1993) 11-12. 
107 E. Millstone, E. Brunner, and S. Mayer, “Beyond ‘substantial equivalence,’” Nature, 401, no. 6753 
(1999):525. Regarding my remark “often mentioned” I refer to partly my own readings concerning the concept 
of substantial equivalence but a quick search with the quotation database ISI Web of Science indicate 83 
quotations since published. See also P. Schenkelaars, “Rethinking substantial equivalence”, Nature 
Biotechnology, vol. 20, no. 2 (2002):119. See also L. Levidow, J. Murphy and S. Carr, “Recasting “Substantial 
equivalence” - Transatlantic governance of GM food,” Science, Technology & Human Values, Vol. 32, no. 
1, (2007):26-64. Also Peter Pringle discusses the concept of substantial equivalence in P. Pringle, Food, Inc., 
2003. 
108 R. Lidskog, L. Soneryd and Y. Uggla, “GM crops and co-existence: safety distances for unbounded 
problems,” in Transboundary Risk Governance eds., R. Lidskog, L. Soneryd and Y. Uggla, (London: 
Earthscan, 2009, forthcoming). The authors identify two contrasting discourses regarding coexistence – a 
‘coexistence discourse’ that implies that coexistence is possible and supported by the Commission and GM 
industry and a ‘contamination discourse’ supported by NGOs, farmers and local politicians striving for GM-free 
agriculture. I agree with the authors that one could identify two opposing discourses – I describe them myself 
as‘coexistence’ respectively a ‘segregation’ discourse. However, as Lidskog’s, Soneryd’s, and Uggla’s empirical 
focus is the European Commission’s and Sweden’s regulatory approach for coexistence measures they identify 
important aspects and rationale concerning the coexistence discourse but cannot say much about the 
contamination discourse outside the Swedish context. There is of course not a hegemonic coexistence discourse 



 72 

 

2.2.2.GMO and Public Attitudes 

Since the beginning of the 1990s there has been a vast array of research focusing on public 

attitudes regarding GMO. The research could be divided into two categories, quantitative and 

qualitative studies. In this study I have used quantitative studies in order to understand some 

of the political turns in the EU. For example, the figures used in chapter 6 are based on the 

European attitude study made by George Gaskell et. al.109 This study also benefits from 

similar studies made by Gaskell and Bauer regarding public attitudes across Europe.110 

However, I have also used qualitative studies such as Viktoria Wibeck’s study on public 

attitudes in Sweden.111 Other studies that discuss the relationship of public attitudes and 

biotechnology are to be found in Leach’s, Scoones’s and Wynne’s book Science and Citizens. 

Globalisation and the challenge of engagement,
112

 especially the articles by Sheila Jasanoff113 

and Paul Richards,114 which explicitly discuss public engagement in relation to plant 

biotechnology. However the book has many valuable articles in the area of public engagement 

in science and technology and I will return to this issue later in this study. Also Elsa 

Tsioumani’s article regarding an overview about regulatory development and public attitudes 

in the EU conceerning GMOs has been useful to understand more how public attitudes are 

connected to regulatory development in the EU.115 I should also mention Devos’ et al. article 

that addresses the same issues regarding the interplay between societal concerns and GMO 
                                                                                                                                                         
in Sweden but Swedish authorities could nevertheless be considered pro-GM. My intention in chapter 8 is to 
probe the contamination/segregation discourse by presenting Upper Austria’s attempt to make it a GM-free 
region and how the Commission has responded.  
109 G. Gaskell, N. Allum, and S. Stares, Europeans and Biotechnology in 2002, Eurobarometer 58.0. A report to 
the EC Directorate General for Research from the project ‘Life Sciences in European Society’ (QLG7-CT-1999-
00286, 2nd Edition, March 21st, 2003) 

110 See G. Gaskell and M. W Bauer, eds., Biotechnology 1996-2000: the years of controversy (London, Science 
Museum, 2001); M. W. Bauer and G. Gaskell, Biotechnology, The Making of a Global Controversy (Cambridge: 
Cambridge University Press, 2002). See also J. Durant, M. W. Bauer and G. Gaskell, eds., Biotechnology in the 

Public Sphere. A European Sourcebook (London, Science museum, 1998). 
111 V. Wibeck, Genmat i fokus. Analyser av fokusgruppssamtal om genmodifierade livsmedel [Eng. Gene Food in 
Focus]. (PhD diss., Linköping University, 2002). See also S. Lundin and M. Ideland, eds., Gene Technology and 

the Public. An Interdisciplinary Perspective, 1997. 
112 M. Leach, I. Scoones, and B. Wynne, eds., Science and Citizens. Globalisation and the challenge of 

engagement (London: Zed Books, 2005). 
113 S. Jasanoff, “’Let them eat cake’: GM foods and the democratic imagination,” in Science and Citizens. 
Globalisation and the challenge of engagement, eds., M. Leach, I. Scoones, and B. Wynne, (London: Zed 
Books, 2005). 
114 P. Richards, “Plant biotechnology and the rights of the poor: a technographic approach,” in Science and 

Citizens. Globalisation and the challenge of engagement, eds., M. Leach, I. Scoones, and B. Wynne, (London: 
Zed Books, 2005). 
115 E. Tsioumani, “Genetically modified organisms in the EU: Public attitudes and regulatory developments,” 
Review of European Community and International Environmental Law 13, no. 3 (2004). See also P. Kurzer and 
A. Cooper, “Consumer Activism, EU Institutions and Global Markets: The Struggle over Biotech Foods,” 
Journal of Public Policy 27, no. 2 (2007). 



 73 

regulation in the EU.116 Related to public attitudes is Christian Coff’s investigation of how 

morals and values influence our food consumption.117 Coff argues that consumers are 

becoming increasingly committed to select food from a political point of view.118 Coff argues 

that: “There is a sense in which consumption has become a social experiment within 

democracy, a new way of expressing opinion, and there is reason enough to challenge existing 

democratic institutions and participatory forms.”119 GM products have a high profile when it 

comes to political and ethical subjects. Consequences of this are becoming obvious when 

considering the GMO moratorium, which I address in chapter 6. 

 

The above-mentioned literature indicates that the public has been concerned with issues such 

as safety issues of consuming GM products, environmental hazards, the struggle for 

consumers’ right to choose and ethical concerns about the overstepping of boundaries that 

genetic engineering was believed to transgress. It will be shown in this study that public 

attitudes had a major contribution in transforming European GMO politics, especially 

between Directive 90/220 and Directive 2001/18.   

 

2.2.3. GMOs and Legal Regulation  

Closely related to GMO politics is the legal regulation of GMOs. The relationship is complex 

but one feature, as I see it, is that GMO politics have a broader framework with more actors 

and dimensions while the legal regulation of GMOs concerns specific regulation authorities, 

policy formulation and its consequences. Regulation is an ambiguous concept as pointed out 

by Per Lægreid, Paul G. Roness and Kristin Rubecksen.120 According to the authors, 

regulation is ambiguous because it could have several different meanings attached to it. For 

example, regulation (1) “can be seen as social control of all kinds, including non-intentional 

and non-state mechanisms”121 but also as (2) “all types of state intervention in the economy or 

the private sphere designed to steer them and to realize public goals”122 or in a more narrow 

sense regulation could be understood as (3) “formulating authoritative sets of rules and setting 

                                                 
116 Y. Devos,  D. Reheul, D. De Waele, L. Van Speybroeck, “The interplay between societal concerns and the 
regulatory frame on GM crops in the European Union,” Environmental Biosafety Research 5, no. 3 (2006). 
117 C. Coff, Taste for Ethics: An Ethic of Food Consumption, (Dordrecht: Springer, 2006). 
118 Ibid. 3. 
119 Ibid. 201.  
120 P. Lægreid, P. G. Roness and K. Rubecksen, “Controlling Regulatory Agencies”, Scandinavian Political 
Studies 31, no. 1 (2008). 
121 Ibid., 4. 
122 Ibid. 
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up autonomous public agencies or other mechanisms for monitoring, scrutinizing and 

promoting compliance with these rules”.123 With the above distinctions of regulation it 

becomes hard to make any solid distinction between regulation, politics, policy, decision-

making. Nevertheless there are some sources that I want to mention that I consider to fall in 

the category of GMO regulation. One inspirational source has been Thomas Achen’s study of 

the law-preparatory process of biotechnology in the Nordic countries during the 1980s and 

1990s. Achen’s investigation of how ethical norms have been translated and implemented in 

the regulatory field of biotechnology indicates that one has experienced an increasing 

integration between ethics, law and politics.124 Achen’s conclusions from his empirical 

studies have bearing on my own study. Achen argues that “the law preparatory process can be 

interpreted as a process of politization of ethics”125 but also that the political process has been 

moralised.126 From these two findings in the regulatory processes, Achen concludes that “law 

itself has become a reflexive framework which functions as a mediator between politics and 

ethics”.127 Other scholars have also described an increased blurring of the fact/value 

boundaries in the European risk regulation of GMOs.128 Also the reflexive character in the 

functions of law and politics is increasingly being recognised in the literature. Inger-Johanne 

Sand has argued that the reflexivity character in regulations has several causes, such as an 

increasing interdependence, both horizontal and vertical, in institutional relationships and an 

increasing dependency on scientific and value discourses in regulation and decision-making 

bodies as sources for legitimacy.129 Contemporary EU institutions could be described in the 

above manner.  

 

2.2.4. GMOs, Risks and the Precautionary Principle 

Risks and the precautionary principle have been important issues in genetic engineering and 

GMOs, both in the public eye, for environmental NGOs, and it has also been important in the 

political and regulative processes. Risks and the precautionary principle cut across several 

                                                 
123 Ibid. 
124 T. Achen, Den bioetiske udfordring. Et retspolitisk studie af forholdet mellan etik, politik og ret i det 
lovforberedende arbejde vedrörande bio- og genteknologi I Danmark, Norge og Sverige. (PhD diss., Linköping 
Universitet, Linköping 1997), 302. 
125 Ibid., 306, emphasis in original. 
126 Ibid., 307.  
127 Ibid. 
128 L. Levidow, “Precautionary Uncertainty: Regulating GM Crops in Europe”, Social Studies of Science 31, No. 
6 (2001). 
129 Sand, “Understanding the New Forms of Governance: Mutually Interdependent, Reflexive, Destabilised and 
Competing Institutions”, 1998. 
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arenas, engaging different actors and thus different interpretations and meanings become 

attached to them. The consequences could be that definitions and implications regarding, for 

example, the meanings of risks with GMOs could change in different settings. An often used 

example is the different meaning given to risks with GMOs given by scientists involved in 

genetic engineering and on the other hand the public apprehensions of those risks. As the 

study undertaken here has a focus on risks and the precautionary principle I should mention 

some of the literature connected to these issues.  

 

The literature regarding risks with GMOs is vast, including popular science approach, aiming 

to provide accessible exposition of the risks to consumer and policy-makers.130 However, the 

potential risks with GMOs have been addressed by scientists131 and scientific communities132. 

A valuable contribution departing from social studies of science and the public understanding 

of science and technology is the book The Social Management of Genetic Engineering, which 

has important conceptual and policy-related contributions concerning risks and environmental 

hazards with GMOs. I also found Jane Rissler’s and Margaret Mellon’s presentation of risks 

with GMOs and how it could threaten biodiversity very useful.133 An engaged opponent to 

GMOs is Vandana Shiva, who has addressed the issue of the threat to biodiversity by an 

extending use of GMOs in several books.134 

 

A characteristic regarding the risks with GMOs is that the presence of genetically modified 

genes could be difficult to detect in agricultural products, and concerns have been raised about 

the consequences for public health and the ecosystems. Scientific risk assessment has not 

been able to give an undisputed answer regarding the scientific evidence of risks. The issue of 

GMOs has been the focus for public and interest group concerns. The public engagement has 

also been intense during critical periods of the regulatory processes. With the potential loss of 

                                                 
130 See for example M. Ho, Genetic engineering. Dream or Nightmare? (Dublin: Gateway,1998); A. McHugen, 
Pandora’s Picnic Basket, the Potential and Hazards of Genetically Modified Foods (Oxford: Oxford University 
Press, 2000). See also C. Fowler and P. Mooney, Shattering: Food, Politics, and the Loss of Genetic Diversity 
(Tucson: University of Arizona Press, 1990). 
131 M. Crawley, R. Hails, M. Rees, D. Kohn, and J. Buxton, “Ecology of transgenic oilseed rape in natural 
habitats,” Nature 363, no. 6430 (1993); M. Williamson, “Environmental risks from the release of genetically 
modified organisms (GMOs) –the need for molecular ecology,” Molecular Ecology 1, no. 1 (1992); M. 
Williamson, “Invaders, weeds and the risk from genetically manipulated organisms,” Cellular and Molecular 

Life Sciences 49, no. 3 (1993); AMBIO. The Economics of Biodiversity Loss 21, no 3 (1992). 
132 H. A. Mooney and G. Bernardi eds., Introduction of Genetically Modified Organisms into the Environment, 
(Chichester: John Wiley and Sons, 1990). 
133 J. Rissler, and M. Mellon, The Ecological Risks of Engineered Crops (Cambridge: The MIT Press,1996). 
134 Shiva. Biodiversity: Social and Ecological Perspectives, 1992; Shiva. Monocultures of the Mind: 

Biodiversity, Biotechnology and Agriculture, 1993; Shiva, Tomorrow's Biodiversity, (London: Thames and 
Hudson, 2000). 
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trust in the EU as a risk management institution, the precautionary principle has been adopted 

in the regulatory process. An in-depth analysis of the precautionary principle adoption in the 

EU can be found in Implementing the Precautionary Principle: Approaches from the Nordic 

Countries, EU and USA, which devotes much space to risks and GMOs.135 A defence for the 

precautionary principle and its use in politics has been forwarded by Kerry H. Whiteside in 

Precautionary Politics: Principle and Practice in Confronting Environmental Risk.136 In the 

literature there are also more critical perspectives towards the precautionary principle and 

precautionary politics. It has been argued that the contemporary use of the precautionary 

principle is flawed and does more harm than good.137 Others have argued that the 

precautionary principle has been used for expanding regulators’ authority and that the EU has 

given in to environmental and consumer activists leading to a “precautionary union”138.  

 

2.3. Constructing Policy Discourse 

2.3.1. Making Sense of Texts 

The discursive approach has to do with finding structure and meaning in the texts. When 

following the transformation of the regulation in the legislative process one can identify 

discursive traces that start to constitute structure and meaning. I have used two different 

theoretical ‘tools’ that are often used in discourse theory in order to create differentiation and 

intelligibility of the material. The first is ‘intertextuality’, which is a concept that tries to 

capture how different texts relate to each other.139 Intertextuality is normally understood as 

the shaping of the meanings of the texts by other texts.140 Norman Fairclough have argues that 

“an intertextual perspective is helpful in exploring relatively stable networks which texts 

move along, undergoing predictable transformations as they shift from one text type to 

another”.141 In a more recent book, Fairclough describes intertextuality as “a movement from 

one context to another, entailing particular transformations consequent upon how the material 

                                                 
135 Sadeleer, Implementing the Precautionary Principle: Approaches from the Nordic Countries, EU and USA, 
2007. 
136 K. H. Whiteside, Precautionary Politics: Principle and Practice in Confronting Environmental Risk 
(Cambridge: The MIT Press, 2006). 
137 I. M. Goklany, The Precautionary Principle: A Critical Appraisal of Environmental Risk Assessment, 
(Washington D.C.: Cato Institute, 2001). 
138 J. Morris, “Defining the Precautionary Principle” in Rethinking Risk and the Precautionary Principle, ed., J. 
Morris, (Oxford: Butterworth-Heinemann, 2000). 
139 G. Bergström and K. Boréus eds., Textens mening och makt, (Lund: Studentlitteratur, 2005), 324.  
140 M. W. Jørgensen and L. Phillips, Diskursanalys som teori och metod, (Lund: Studentlitteratur, 2000), 77. 
141 N. Fairclough, Discourse and Social Change (Cambridge: Polity Press, 1992), 84. 
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that is moved, recontextualized, figures within that new context.”142 I use it to construct an 

intertextual chain through the regulative process in the directives and trace how different 

aspects of the regulation change through new amendments but also to recognise what has 

been left out in new readings of the documents and later been introduced again in the 

regulative process. These changes and processes could be understood as attempts to achieve 

priority of interpretations between the EU institutions involved, which is something that I will 

develop more in the following chapters. 

 

Secondly, in my attempt to avoid seeing the policy process out-of-context I find the concept 

‘interdiscursive interdependency’ useful. The concept indicates that a certain discourse could 

interfere and contribute to changes in another discourse.143 The interdiscursive interpretation 

thus extends and complements the intertextuality approach. The concept of interdiscursive 

interdependency is trying to make sense of the text by seeing the changes as part of elements 

in a wider discourse practise while intertextuality investigate the ‘traces’ of certain processes 

in text formation.144 The discourses are mixed interdiscursive and function as a driving force 

for change. I find the term useful in order to be sensitive about other contributive reasons 

beyond the regulative process with the two directives, and being able to shift focus from how 

institutions articulate to why institutions articulate about certain regulative aspects. In my 

view this is an attempt to bring the micro-aspect, which is the regulative decision-making 

process, to a macro-level, which brings in the rationale of certain EU institutions, public 

changes in attitude towards GMO, and national styles of governance as interdiscursive 

interdependency relations. 

 

2.3.2. Making Sense of the Policy Process 

With the appearance of a risk society and deepening social and cultural tensions and 

transformation in the fabric of contemporary societies, one can notice a post-positivistic 

approach to public policy, challenging the separation between problems and solutions.145 This 

attention has brought an increasing awareness and sensitivity about how policy problems arise 

                                                 
142 N. Fairclough, Analysing Discourse. Textual analysis for social research ( London: Routledge, 2003), 51. 
143 M. W. Jørgensen and L. Phillips, Diskursanalys som teori och metod, 77, 86. 
144 N. Fairclough, Discourse and Social Change, 198. 
145 C. Bacchi, Women, Policy, and Politics: the Construction of Policy Problems (London: Sage Publication, 
1999), 20-21. 
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in society.146 Governments and policymakers are not just responding to problems but provide 

both “solutions” and “problems” by describing and defining policy problems in particular 

ways. Carol Bacchi argues that the presentation of problems has become problematic if they 

are presented without any reflexivity i.e. those different problems exist as a ‘thing out-there’ 

regardless of our own interpretations of them and separated from the way they are talked 

about.147 These problem presentations should be examined closely because one might not 

agree on the description and presentation of a certain problem but also, and even more 

important, how the problem is constituted will also affect the way in which the policy is 

implemented, how it affects public reactions to the policy, and how political subjects 

internalise the messages conveyed by a particular problem representation. The main lesson 

from the social constructivist approach has been that the world is not a thing ‘out-there’ but is 

discursively interpreted, constructed and presented in social contexts. Hence, governments are 

not just reacting to different problems in the society, but they are also actively taking part in 

the shaping of certain problems as they formulate and frame the issues. 

 

Concerning contemporary national and international GMO politics and the shaping of new 

patterns of normative governance of biotechnology, the technical rationalist instrumental view 

of policy would be that policy is a tool to regulate a population from the top down, through 

rewards and sanctions. In this instrumental view the public do not emerge as a subject because 

the public is by definition turned into a mass of objectified persons that “is the object of 

information, never a subject in communication.”148 In order to develop a rational and action-

oriented instrument to achieve a change, policy in this sense is turned into a panopticon 

device. 

 

The use of policy in this Foucauldian view is a form of governance that attempts to control or 

manage a known object. The subject of governance, most often the population, is continually 

being moulded through a series of ‘social devices’, which try to create a command structure in 

the constitution of the individual in order to ‘normalise’ the society.149 Even if one could say 

that policy-making tries to create an instrument in order to govern action directed towards 

                                                 
146 I understand the concept of policy in the way that Frank Fisher’s has defined it, “a political agreement on a 
course of action or (inaction) designed to resolve or mitigate problems on the political agenda.” F. Fisher, 
Reframing Public Policy. Discursive Politics and Deliberative Practices (Oxford: Oxford University Press, 
2003), 60. 
147 Ibid., 35-39. 
148 M. Foucault, Discipline and Punish, (Harmondsworth: Penguin, 1977), 200. 
149 M. Daly, “Governance and Social Policy,” Journal of Social Policy 32, no. 1, (2003):117. 
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given ends, the result in society and how the policy is expressed and understood can be 

complicated. As Chris Shore and Susan Wright say: “Policy has a more diffuse impact when, 

through metaphors of the individual and society, it influences the way people construct 

themselves, their conduct, and their social relations as free individuals.”150 Therefore the 

literature that is concerned with governance from a post-structuralistic view scrutinise 

questions of how we are governed concerning the relationship between the government of 

ourselves, others and of the state, as well as how this influences the relationships between the 

state and civil society, public and private. It provides a framework for thinking about 

questions concerning the linkage between authority and politics and questions about self, 

identity, and personhood.151  

 

2.3.3. Understanding Policymaking as Policy Discourse 

From the above discussion it should be apparent that my empirical analyses are established 

from the two strands of discursive analysis and a post-empiricist understanding of the policy 

process. There has been a development in public policy analysis based on theoretical 

frameworks developed within discursive analysis and participatory deliberative practises.152 It 

should be noted that the definition of discourse in the concept of ‘policy discourse’ is 

understood in a wider sense than in the linguistic sense. For example, Fairclough argues that 

discourse indicates the “process of producing and interpreting speech and writing, as well as 

the situational context of language use.”153 In policy discourse the term ‘discourse’ has been 

given a broader interpretation and an increased sensitiveness to the social context. Frank 

Fisher points out that: “Discourse theory, as such, starts from the assumption that all actions, 

objects, and practices are socially meaningful and that these meanings are shaped by the 

social and political struggles in specific historical periods.”154 An often quoted definition of 

discourse is the one that Maarten Hajer has developed. For Hajer, discourse is defined as “a 

specific ensemble of ideas, concepts, and categorizations that are produced, reproduced, and 

transformed in a particular set of practises and through which meaning is given to physical 

                                                 
150 C. Shore and S. Wright, Anthropology of Policy. Critical perspectives on governance and power (London: 
Routledge, 1997), 5. 
151 M. Daly, “Governance and Social Policy,” 117. 
152 F. Fisher, Reframing Public Policy. Discursive Politics and Deliberative Practices, 2003; M. A. Hajer and H. 
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and social realities.”155 What the above quotes have in common is that they all include the 

relationship between ‘practise’ and ‘meaning’. This, I suggest, is the genealogical relationship 

from Fairclough discourse theory, however employed in a new setting.  

 

Analyse from the aspect of policy discourses then, take the above-mentioned definitions of 

discourse and employ them by interpreting the practices of policymaking. Fisher defines 

‘policy discourse’ as “the communicative interactions among political actors that translate 

problems into policy issues.”156 The process of translating problems into policy issues is the 

practise that I intend to investigate in this study by investigating the discursive relationship 

between practise and meaning in the communicative interactions in the policy process. 

However, I will use the concept of reflexivity in order to understand the relationship between 

practise and meaning. In the next chapter I examine the theoretical framework for the 

reflexive approach. 

 

In this chapter I have discussed three important methodological aspects regarding policy 

studies and GMO policymaking in the EU. The first aspect concerned the methodological 

implications of the ways in which I theoretically frame my research as well as the 

implications of employing the case study method. The second methodological aspect that I 

pinpointed in this chapter was related to my discussion of literature in various important areas 

of research that has been pivotal in order to examine important issues in the EU’s GMO 

policies. Finally, with the third aspect I discussed some crucial aspects involved in 

constructing the policy discourse on GMOs. From text analysis via the policy process to 

policy discourse. However, the chapter is not an attempt to introduce a universal 

methodological rationality from which it is possible to produce and reproduce objective 

results, neither is it a claim for epistemological relativism where one interpretation is as good 

as another. Instead it could be seen as an attempt to make a structured entrance to the object 

of research in order to enable profound and justified interpretations of the subject matter. In 

the next chapter I will proceed to a thorough discussion of the theoretical framework 

employed in this research in order to provide interpretative depths to the empirical studies 

carried out in subsequent chapters. 

                                                 
155 M. A. Hajer, The Politics of Environmental Discourse. Ecological Modernization and the Policy Process 
(Oxford: Oxford University Press, 1995), 44. My emphasise. 
156 F. Fisher, Reframing Public Policy. Discursive Politics and Deliberative Practices, 30. 
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3.  Theoretical Perspectives on Reflexivity  

3.1. Introduction 

 

3.1.1. The General Contextual Framework for the Study 

With the Maastricht Treaty in 1992, and also through other integrative policies during the 

1990s, the EU institutions have gained increasing political powers. One could argue that the 

EU member states have experienced Europeanization, where EU policies are affecting almost 

every political decision-making area amongst the member states. For example, the EU has 

been called a future republic, a future super state, and an empire.157 With the acceleration of 

integrative policies in the 1990s, such as the common foreign and security policy, the Euro as 

common currency for some of the member countries and the formation of the political union, 

questions regarding democratic legitimacy have been raised, arguing that the EU suffers from 

a democratic deficit. The EU institutions have become central actors in policymaking as more 

and more national political areas are regulated by the EU, and therefore the importance of 

understanding the nature of EU governance and the role that the institutions play also 

increases as a result of the choice to handle political affairs through the EU.  

 

Secondly, the EU has in the 2000s, started to emphasise the relationship between science and 

society with an explicit focus on participation, risks, policy issues, science, and technological 

progress. The European Commission argued that “New relationships are needed that fit the 

new mould of science, technology, and society.”158 In a self-critical perspective, the 

Commission has argued that “there are indications that the immense potential of our 

achievements is out of step with European citizens’ current needs and aspirations, such as 

peace, jobs, security, and sustainable development of the planet.”159 The issue of GMOs 

                                                 
157 J. Zielonka, Europe as Empire: The Nature of the Enlarged European Union (Oxford: Oxford University 
Press, 2007); S. Collignon, The European Republic: reflections on the political economy of a future constitution 
(London: Federal Trust for Education & Research, 2003); G. Morgan, The Idea of a European Superstate: 

Public Justification and European Integration (Princeton: Princeton University Press, 2007). 
158 European Commission, Science, society and the citizen in Europe, Commission Working Document, 
SEC(2000) 1973, 2000, 5. 
159 European Commission, Science and Society Action Plan, Office SDME 06/62, 2002, 7. 
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illustrates the challenges and difficulties that the EU has to cope with in policy handling. By 

tracing the regulatory approach in the legislative framework of GMOs, one could gain a better 

understanding of the problems that have faced GMO regulation as well as the problems that 

might lie ahead. Furthermore, by investigating the regulatory process in GMO legislation it is 

possible to address how important the ability for reflexivity has become for institutions when 

they are faced with extremely complex regulatory challenges. The regulation institutions are 

under a tremendous pressure to integrate a wide variety of different interests, such as national 

and economic interests as well as a massive critique from NGOs. In order to be able to steer 

between these interests and formulate effective legislation, the decision-making institutions 

have to acquire a certain degree of reflexivity.160 

 

This study on the making of a European regulatory framework of GMOs relates to topics that 

also the European Commission consider as important research areas regarding EU policies. 

According to the Commission, research by social and human sciences should focus on: 

 

…new areas of inquiry emerging at the European level in connection with 

EU policies…. starting with subjects related to the actual issues outlined in 

this document: risk, its perception and its economic and social implications; 

governance and the science/society dialogue…161 

 

                                                 
160 There has been a vast growing academic interest concerning policymaking and the regulatory challenges that 
have emerged in the conjunction of science, technology, and society from the range of governance perspective. 
As other have noted, ‘governance’ is often used to describe new processes of governing but the concept has 
simultaneously been criticised for being contested and lacking definitional clarity and scholars have pointed out 
that the concept of governance has been used eclectic and incoherent. See G. Stoker, “Governance as theory: five 
propositions,” International Social Science Journal 50, no 155 (1998):18 and C. Lyall and J. Tait, “Shifting 
Policy Debates and the Implications for Governance,” in New Modes of Governance. Developing an Integrated 
Policy Approach to Science, Technology, Risk and the Environment, eds. C. Lyall and J. Tait (Aldershot: 
Ashgate Publishing, 2005), 4. The concept of governance is also often used for “rhetorical rather than 
substantive reasons.” Stoker, “Governance as theory: five propositions,” 18. However, I would argue that 
governance might be seen as an outcome of processes of modernisation (Weber, Habermas) which increasingly 
complicates the state-society relationship, for example in terms of new policy designs and institutional setups. 
The concepts of ‘reflexive modernisation and ‘reflexivity’ as employed in this book are in my opinion more 
sensitive to the very complexity, dynamics and pluralism inherent in those modernisation processes than the 
concept of ‘governance’. The concept of reflexivity addresses not only the societal transformation of modernity 
itself but it also pinpoints the way in which these transformation processes creates new forms of social and 
institutional introspection in terms of e.g. self-confrontation. In this sense, reflexive modernisation might be 
comprehended as a way to analyse the second order reflexivity apparent in modern policy making which 
otherwise tend to be neglected with in the more conventional vocabulary of governance. 
161 European Commission, Science, society and the citizen in Europe, 10. 
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Jeremy Rifkin has studied the establishment of risk prevention regimes in Europe regarding 

GMOs.162 Rifkin argues that the controversy over GMOs in Europe has made the European 

Union turn the standard operating procedure for introducing new technologies and products 

into the marketplace and society upside down.163 Rifkin is here referring to the review process 

of assessing the risks of introducing GM products with the establishing of new regulations 

concerning GMOs.  

 

According to Rifkin, the EU might be seen as a political body preoccupied with manoeuvring 

in a new political sphere characterised by a high degree of complexity, uncertainty and an 

increasing number of actors to take under consideration.164 Hence, if one is concerned with 

how contested technological issues such as biotechnology are framed and interpreted within a 

certain policy discourse, the EU does provide interesting case studies, both because it is a 

historically unique form of international community and also because new technological and 

scientific innovations have contributed to the emergence of new regulatory trajectories. In my 

case, by investigating the regulatory trajectory of GMOs and how the precautionary principle 

has been interpreted and adopted brings an understanding of how the EU responds to 

regulatory challenges such as GMOs.  

 

3.1.2. Specific Contextual Conditions for the Study 

In this study I investigate how certain regulatory policies appear under the pressure from a 

vast array of interests. Democratic and social aspects in regulations have become more and 

more essential but also more problematic. Therefore there has been an increasing attention to 

develop regulations that give more consideration to deliberative and participatory processes 

for resolving expert disputes and involving public participation. Jürgen Habermas has argued 

that: 

 

…the more numerous and important the matters settled through interstate negotiations, the 

greater the number of political decisions that are with-drawn from democratic opinion-

                                                 
162 Jeremy Rifkin is the founder and president of The Foundation on Economic Trends (www.foet.org). The 
Foundation examines the economic, environmental, social, and cultural impacts of new technologies introduced 
into the global economy. Rifkin also advises the European Commission, the European Parliament, and several 
EU heads of state regarding issues of public policy. Office of Jeremy Rifkin and the Foundation on Economic 
Trends, “About Jeremy Rifkin,” retrieved on 2009-01-01 from http://www.foet.org/JeremyRifkin.htm. 
163 J. Rifkin, The European Dream (London: Penguin Books, 2004), 320. 
164. Rifkin discusses these issues in chapter 10, named ‘Government without a center’, J. Rifkin, The European 

Dream, 214-234. 
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formation and will-formation, which remains anchored exclusively in national arenas. In 

the European Union, the largely bureaucratic decision-making process of the experts in 

Brussels represents an example of the kind of democratic deficit that results from the shift 

away from national decision-making bodies to interstate committees comprised of 

government representatives.165 

 

According to Habermas, the democratic deficit could be surmounted through the emergence 

of a European political public sphere.166 A European public sphere presupposes an arena 

where a democratic process can take place within a European civil society that addresses 

cross national issues and allows criticism of evolving forms of European governance in order 

to provide social integration and the fostering of a European civil solidarity. Habermas has 

also argued that Europe has seen the first signs of the birth of a European public sphere on 

February 15, 2003 when there were simultaneous mass demonstrations around Europe against 

the war in Iraq.167 I would however argue that one has seen a European public sphere in the 

making earlier, regarding GMOs. I will return to this issue at length later.  

 

I would argue that the making of GMO legislation in the EU has been a voyage towards 

pursuing a more democratically legitimate policy. Legitimacy is closely connected to the 

democratic deficit as the concept embraces how individuals within a certain political realm 

accept being governed. Peter Berger and Thomas Luckmann have argued that legitimation 

could be understood as a process of explaining and justifying the validity of an institutional 

order. In their treatise on the sociology of knowledge, Berger and Luckmann argue that 

“Legitimation not only tells the individual why he should perform one action and not another; 

it also tells him why things are what they are. In other words, ‘knowledge’ precedes ‘values’ 

in the legitimation of institutions.”168 However, in the making of a supranational 

Rechtsstaat,
169 such as the EU, knowledge and values about how legally binding decisions 

should be carried out and how legal norms should be defined could be challenged and thus 

undermine the legal order. 

 

                                                 
165 J. Habermas, Time of Transitions (Oxford: Polity Press, 2006), 78.  
166 Ibid. 102-103. I will in the next chapter develop Habermas’ discussion regarding a political public sphere and 
its relation to policymaking.  
167 J. Habermas, The Divided West, (Oxford: Polity Press, 2006), 40. 
168 P. Berger and T. Luckmann, The Social construction of Reality. A Treatise in the Sociology of Knowledge, 
(London: Penguin Books, 1991, 1966), 111. 
169 The concept of Rechtsstaat is used to characterize a state that exercises government power based on, but also 
limited by, law.  
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One of my reasons for choosing the case of the policymaking of GMOs is because of the 

uncertainty that is inherently embedded within the subject. Uncertainties regarding possible 

risks with GMO technology make the genetically modified organisms boundary objects. 

Boundary objects should here be understood as entities mutually recognised by several 

different communities but understood and employed differently by each of them.170 A 

definition of a boundary could be that it divides or separates some kind of a qualitative 

change. When boundaries become multiplied they also transform into choices and thus also 

become harder to maintain. The nature of boundaries in reflexive modernisation is that they 

are contingent, meaning that they are characterised by being temporary and negotiable. A 

boundary object has therefore a certain ‘plasticity’ that allows it to have different meanings in 

different communities and be strategically employed by different actors but has enough 

stability to maintain a common identity. For example, herbicide resistant GM crops could be 

interpreted as “environmentally-friendly” technology as the crops do not have to be sprayed 

with insecticides as many times as conventional crops. On the other hand, one could argue 

that GMOs are a threat to the environment because the same herbicide resistant crops could 

cause resistant weeds strains to evolve.  

 

According to Bowker and Star, boundary objects “have different meanings in different social 

worlds but their structures are common enough to more than one world to make them 

recognizable means of translation.”171 The ‘plasticity’ quality of the GMO causes a certain 

pressure on regulatory authorities as the policymaking process becomes a mixture of politics, 

science and normative issues in which problems and measures have to be interpreted, 

translated and negotiated among policymakers, but also other actors, such as interest groups, 

non-governmental organisations, and so forth, contribute with interpretations. Policymakers 

are then in a situation where political compromises at someone’s expense have to be made. 

However, there are also other concepts that function as boundary objects. The concept of the 

precautionary principle also has certain ‘plasticity’ with different meanings in different social 

worlds and the use of the precautionary principle in regulations is therefore interpreted 

differently among different actors. In the politics of GMOs, the actors involved have to 

perform a certain ‘boundary interpretation’ according to the issue and context at hand and by 

                                                 
170 S. L. Star and J. R. Griesemer, “Institutional Ecology, ‘Translations’ and Boundary Objects: Amateurs and 
Professionals in Berkeley's Museum of Vertebrate Zoology 1907-39,” Social Studies of Science 19, no 3 (1989): 
387-420. 
171 G. C. Bowker and S. L. Star. Sorting things out: classification and its consequences (Cambridge: MA: MIT 
Press, 1999), 297. 
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doing so a certain inclusionary and exclusionary practise evolves which could be seen as a 

boundary-drawing practise. 

 

I have so far discussed the contextual setting in general (EU regulatory policies) and some 

specific conditions (legitimacy and uncertainties), which have contributed to direct the focus 

the subject of the study towards EU and GMO policy. I will now continue to unfold the 

theoretical framework of my study. 

 
The chapter is devoted to portraying two different approaches to reflexivity. The two 

approaches are divided as follows: (1) Ulrich Beck’s concept of reflexive modernisation, and 

(2) Habermas implicit theory of reflexivity that can be found in his theory of procedural law 

and democracy. The first part examines Ulrich Beck’s theory of reflexive modernisation with 

focus on political and institutional dimensions. The second part addresses Jürgen Habermas’ 

theories about law and society with focus on legitimacy and its role in law-making processes. 

I will end this chapter by reflecting on how reflexive modernisation and deliberative 

democracy could be brought into the same theoretical framework by connecting Beck’s 

subpolitics to the realm of the public sphere. By using these aspects of reflexivity I will try to 

probe and understand the first regulating effort with the GMO directive which took place in 

the 80s to the contemporary effort of creating a legislative framework for coexistence with 

GM crops and other crops. 

 

It is my intention that these two different approaches on reflexivity should complement each 

other and contributes to a more profound understanding about the relationship between 

society and technology in general and more specifically about how policymaking in the EU is 

in a process of co-production of norms and institutional change. By using Beck’s concept of 

reflexive modernity I want to get an idea of how regulative change occurs during the 

development of legislation in the EU concerning GMOs. By using Habermas’ approach to 

how norms are made valid I will probe the relationship between institutions and norms in 

order to understand more profoundly the relationship between democracy, law, and politics in 

building a legislative framework on GMOs in Europe. The impact of modern science and 

technology in society can be addressed by using the concept of reflexivity as it involves 

social, political, moral, juridical, and democratic dimensions. 
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3.2. Reflexive Modernisation 

My first focus in this chapter is to elaborate the concept of reflexive modernisation. My 

argument for using the theory of reflexive modernisation is that it provides a theoretical 

framework for conceptualising the conflicts that have occurred in society concerning GMOs 

by focusing on how new boundaries are drawn in those conflicts. As will be shown, risks and 

uncertainties could be argued to be key concepts in the politics and policymaking of GMOs 

and are also key concepts in the sociology of reflexive modernity. Reflexive modernity has 

been argued to be the result of an increasing tension in global market capitalism, the emerging 

of new forms of risks from industrial and technological development, increasing public 

scepticism of expert authority and new grassroots political activism.172 All these aspects in 

reflexive modernity are involved in shaping the political realm of GMOs, as GMO politics 

involves an alliance of global capital through the biotechnological industry, scientists from a 

variety of disciplines as well as concerned politicians, policymakers, and citizens. My 

presentation of reflexive modernisation is divided into two parts. In the first part I discuss 

characteristics for reflexive modernisation and how it could be used as an analytical apparatus 

to probe the empirical field in the dissertation. The second part discusses how the concept of 

reflexive modernisation is related to institutional change. 

 

3.2.1. The Risk Society and Reflexive Modernisation 

The ‘Risk Society’ thesis declares that in late modernity the origin of risk has been changed. 

Risks had earlier been ‘external’ in the sense that they were produced by nature and restricted 

to limited geographical areas, for example fires and flooding. With increasing 

industrialization, the risk society thesis states that risks have become ‘internal’ in the sense 

that risks are considered to be a side-effect of modernisation and are referred to as ‘man-

made’ or ‘technology-made’. Risks have also lost their contained character and become global 

such as GMOs or climate change, which has led to the term ‘democratization of risks’. The 

change in the character of risk from nature/local to technology-made/global has made 

                                                 
172 U. Beck, Risk Society: Towards a New Modernity (London: Sage Publication, 1992): U. Beck. “The 
Reinvention of Politics: Towards a Theory of Reflexive Modernization,” in Reflexive Modernization: Politics, 

Tradition and the Aesthetic in the Modern Social Order, eds. U. Beck, A. Giddens, S. Lash. (Cambridge: Polity 
Press, 1994); U. Beck, Ecological Politics in an Age of Risk (Cambridge: Polity Press, 1995); U. Beck, “Risk 
Society and the Provident State,” in Risk, Environment and Modernity eds. S. Lash, B Szerszynski and B. Wynne 
(London: Sage publication, 1996); U. Beck. The Reinvention of Politics: Rethinking Modernity in the Global 

Social Order (Cambridge: Polity Press, 1997). 
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governance of risk a debated issue leading to questions of how we should govern and who 

should govern and what subjects are to be governed. 

 

In the confrontation with technology-based risks, the society has undergone a reflexive 

process. The process has been characterised by a public mistrust of institutional science and 

regulative authorities and the possibilities of solving the problems produced by using the logic 

of an increasing modernization. The process is part of a ‘reflexive modernisation’ that 

according to Beck indicates a shift from an industrial society to a risk society. The term ‘risk 

society’ has a negative ring to it but it also contains emancipatory elements.173 The 

emancipatory dimension is also echoed in Beck’s definition of ‘reflexive modernisation’ 

which he describes as “the possibility of a creative (self-)destruction for an entire epoch: that 

of industrial society”.174 The reflexive character in the transition between industrial society 

and risk society is that risks and unwanted side-effects in the industrial society were not 

subject to political conflicts or public debate. In the risk society however, these risks and 

hazards dominate the political and public debates.175 Another important aspect inherent in 

reflexive modernisation is that the transition towards a risk society “occurs unintentionally, 

unseen, compulsively, in the course of a dynamic of modernisation which has made itself 

autonomous, on the pattern of latent side-effects.”176 It is thus nothing that we can choose but 

is, as Beck puts it, the consequences of latent side-effects from an increasing modernisation 

process.  

 
The human endeavour of constructing GMO products, such as GM crops, transcends (and in 

some sense transforms) the classical modernistic categorising between nature-culture. 

Nonetheless, a GMO does not abandon its natural heritage, as nature is a necessity for the 

existence of a GMO. But the drawing of boundaries between what is natural and what is 

cultural has become rearranged and is as a result more diverse, open-ended and less 

dichotomised. An increasing blurring of boundaries between nature and culture could also be 

argued to be one of the characteristics in reflexive modernisation. For example, new 

technologies could challenge social, ethical, and cultural norms by increasingly blurring the 

                                                 
173 In fact Scott Lash has also argued that crucial elements of a third generation critical theory can be found in 
the framework of ‘reflexive modernity’ see S. Lash, “Reflexivity, and its Doubles: Structure, Aesthetics, 
Community”, in Reflexive Modernization: Politics, Tradition and the Aesthetic in the Modern Social Order, eds. 
U. Beck, A. Giddens, S. Lash. (Cambridge: Polity Press, 1994), 110.  
174 U. Beck, “The Reinvention of Politics: Towards a Theory of Reflexive Modernisation,” 2.  
175 See U. Beck, “Risk Society and the Provident State,” 1996. 
176 Ibid. 28. Emphasis in original.   
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boundaries between what is considered accepted and non-accepted. By blurring boundaries 

which constitute certain values and transforming them into choices and making them appear 

as arbitrary, it makes the boundary-drawing practise harder to maintain and at the same time 

the norms and values are brought into question. 

 

In the introduction to The Reinvention of Politics, Beck argues that the shift from the ‘Either-

Or’ of industrial modernity to the ‘And’ of reflexive modernity characterises the 

transformation between these two states of existence. The shift from the traditional crop to the 

GM crop could be seen as one example of how the transition from the industrial society’s 

‘Either-Or’ to the ‘And’ of reflexive modernity has occurred. The GMO could be considered 

to be a hybrid between nature and culture. In chapter 4 I will argue that the techniques 

developed from genetic engineering indicated a shift of paradigm regarding the scientific 

development in molecular biology, which could be described as a shift from ‘representation of 

nature’ to ‘interventions in nature’. Through the hybridisation of nature and culture, the 

boundaries that demarcate nature and culture have become even more blurred than before. 

The boundaries have not been dissolved, as a post-modern approach would indicate, but 

should instead be seen as an increased pluralization of boundaries. The pluralization of 

boundaries does not only appear between nature and culture. According to Beck et. al: 

 

An operational definition of reflexive modernization is that the boundaries between social 

spheres are multiplied. This is also true for the boundaries between society and nature, 

between knowledge and superstition, between life and death and between Us and the 

Others.177 

 

I would argue that one could understand politics and policymaking as a practice that 

contributes to the blurring of boundaries by ongoing processes of negotiations, but also as a 

practice that is focused on providing certain definitions and certain choices of competing 

boundaries. My point here is that one could consider politics and policymaking as a struggle 

over certain interpretations, which strive to emphasise a certain set of boundaries.  

 

In this thesis my focus is not on the GM technology per se. Rather, I seek to understand  how 

the multiplication of boundaries is exhibited in cases where they are a source of institutional 

crisis e.g., by challenging the authority of experts, and the legitimacy of institutions of 
                                                 
177 U. Beck, W. Bonss and C. Lau, “The Theory of Reflexive Modernization. Problematic, Hypotheses and 
Research Programme,” Theory, Culture and Society 20 no. 2 (2003): 19. 
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governance as well as the possibilities for making knowledge claims. To study the politics 

and policymaking of GMOs in the EU from a reflexive point of view could in other words be 

understood as an investigation of the practises of boundary-drawing in those social spheres 

that interconnect with the technology of GMO. As will be shown, the struggle over boundary 

interpretation, for example concerning risks with GMO, has far-reaching consequences for 

how GMO policies have been developed in the EU. 

 

The practise of boundary-drawing is recognised by the fact that, according to Beck et al.,: 

“There is instead a multiplicity of inclusionary and exclusionary practises, and, according to 

context, a multiplicity of ways that things are bounded off.”178 When those practises are 

multiplied and the boundaries are pluralized they are more likely to be contested and thus 

emerge on the political agenda. The political process that follows could be understood as 

attempts to handle those contested boundaries. Politics is an intervention in the drawing of 

boundaries; thus, politics is in itself a boundary-drawing practise. The understanding of 

politics as a boundary-drawing practise is a fundamental point of departure for this study. As 

will be shown, it has consequences in policymaking in GMO regulation that I address 

throughout the study. 

 

3.2.2. What is Reflexive in Reflexive Modernisation? 

Anthony Giddens has in several publications addressed the issue of risk and its consequences 

for modern social life. Giddens argues that reflexivity could be understood as self-monitoring: 

 

The reflexivity of modern social life consists in the fact that social practises are constantly 

examined and reformed in the light of incoming information about those practices, and thus 

constantly alter their character.179  

 

For both Beck and Giddens, modern life is characterised by a higher degree of possibilities 

where both individuals and collectives are faced with new risks and hazards as well as new 

forms of securities and trust. As the transformation of modernity continues to evolve, it also 

creates a higher order of ambivalence. According to Giddens, the increasing ambivalence in 

society questions social practises both on an individual level as well as on an institutional 

level and is a driving force in the ongoing shift from simple modernisation to reflexive 

                                                 
178 Ibid. 24. 
179 A. Giddens, The Consequences of Modernity (London: MacMillan, 1990), 38. 
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modernisation. I would argue that reflexivity could thus be understood as the continuing 

interplay between social practises’ and social systems’ efforts to cope with an external stress 

that is put on those practises and systems through the process of modernisation. For example, 

as new knowledge about risks about a technology or a product are revealed and made public, 

it changes people’s attitudes and at the same time it stimulates different social subsystems 

such as politics and law-making institutions to act upon the new knowledge. Risks therefore 

cause system stress by affecting certain social practises but at the same time it also puts 

pressure on the political and regulatory system to cope both with the risks and the social 

practises. For example, the risks with GMOs could cause an increased public mistrust in the 

regulating institutions that should handle GMOs. The regulating institutions then have to cope 

both with the risks with GMOs and also with declining public support and legitimacy issues. 

Knowledge therefore has an important role in reflexive modernisation. Giddens argues that: 

 

The chronic entry of knowledge into the circumstances of action it analyses or describes 

creates a set of uncertainties to add to the circular and fallible character of post-traditional 

claims to knowledge.180  

 

The cause of uncertainties in our knowledge claims that Giddens refers to in the above quote 

is a direct consequence of the multiplications of boundaries. Of relevance to my study is the 

production of knowledge regarding risks with GMOs. One source of knowledge is through the 

risk assessment processes in the development of GMOs. Risk assessments are made both in 

laboratories and in smaller field trials. Nevertheless, the ambiguity of risks arises through its 

complex and uncertain nature, making predictions about long-term ecological consequences 

problematic. As this dissertation investigates political and legal responses to the ambiguous 

natures of risks with GMOs, the development of a regulatory framework regarding risk 

assessment within the GMO legislation becomes important. Furthermore, within this context 

of risk assessment procedures, the political responses to cope with the complexity and 

uncertainties of risks issues have been embodied through the precautionary principle. 

 

In Reflexive Modernization, Beck argues that the prefix ‘reflexive’ in reflexive modernisation 

does not imply ‘reflection’ but should instead be understood as ‘self-confrontation’.181 The 

reason for Beck to make this distinction is to avoid the misunderstanding that reflexive 

                                                 
180 A. Giddens, Modernity and Self-Identity (Cambridge: Polity Press, 1991), 28. 
181 U. Beck. “The Reinvention of Politics: Towards a Theory of Reflexive Modernization”, 5. 
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modernisation means that society has reached a higher degree of reflection or knowledge, 

even if this later in the modernisation process could be a result depending on our course of 

action. In more recent publications, Beck has argued that a reflexive or a self-confronting 

modernity means a challenge to develop a new logic of actions and decisions because “that 

great body of distinctions, standardizations, norms, and role-systems essential to the very 

institutions of the first modernity can no longer be treated as valid…”182 The reason that these 

categories no longer can be treated as valid is related to two similar processes. The first is an 

increasing plurality or multiplications of boundary drawing in the advanced Western societies 

in areas that earlier constituted the fundamental institutions of the first modernity, such as 

work, family life, lifestyle, and politics. The other is what Beck argues to be an experience of 

a fusion of formerly strictly separated spheres in society. In Beck’s words, 

 

We see the fusion of formerly strictly separated spheres – as, for example, in the area of 

genetic engineering and the new risks attached to technology – and the growing 

obsolescence of old boundaries and divisions also in such areas as the organization of 

enterprises, movements in civil society, the legal systems of national states and cultural 

identity.183 

 

What Beck addresses in the above quote, i.e. the fusion of earlier separated spheres, one could 

observe in the making of a European legislative GMO framework, which I will show in the 

following chapters. This fusion, I would argue, is a process that could be understood as a 

consequence of an increasing institutional pluralism (multiplications of boundaries) but both 

the transformations through multiplications of boundaries and fusions of separated spheres 

continue to occur simultaneously and influence each other. The multiplication of boundaries 

is driven by phenomena such as globalisation and technology providing for example new 

risks but also new forms of communications through the Internet, which also had made it 

possible to accelerate capital and cultural flow. Globalisation and technology contribute to 

challenge the legal systems and cultural identities.  

 

The fusion of separated spheres, on the other hand, could be seen as a response to this self-

confrontation. But it is a response that does not have to be driven by intentionality as much as 

necessity. That is, in order to respond to the challenges in reflexive modernisation and create 

                                                 
182 U. Beck, “Reflexive governance: politics in the global risk society,” in Reflexive Governance for Sustainable 

Development, ed. J. Voß and R. Kemp, (Northampton: Edward Elgar Publishing, 2006), 33.   
183 U. Beck, “Reflexive governance: politics in the global risk society,” 33.   
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new logic of actions and decisions, fusions becomes a necessity. For example, to cope with 

the self-confrontation in the form of risks with GMOs and climate change one needs an 

interdisciplinary scientific approach to address the issue but it also incorporates civil society, 

legal systems and cultural identity. Also a political goal such as sustainable development is 

per definition something that demands a fusion of spheres in order to be realized. The entire 

development of GMO legislation in the EU could be seen as an attempt to cope with a self-

confrontation that the technology of genetic engineering has forced upon politicians and 

policymakers. 

 

3.2.3. Operationalisation of Reflexive Modernisation 

I agree both with Giddens and Beck that both ‘self-monitoring’ and ‘self-confrontation’ seem 

to address in many ways the contours of how the transformation of society, i.e. reflexive 

modernisation is occurring. In order to reach beyond merely the possibilities of recognition, 

whether one could understand the legislative practice regarding GMOs in Europe as another 

sphere of social practise that could fit into the contour of the risk society, or understand it as a 

process belonging to reflexive modernisation, one has to develop more substantial concepts 

that can be used analytically in regard to the empirical field. 

 

In order to be able to use the concept of reflexive modernisation in any analytical sense, one 

has to find a way to concretise the concepts in order to be able to produce some implications 

for the purpose of reaching a more profound understanding of the regulative development in 

the EU regarding GMO. I have earlier mentioned that the boundaries between social spheres 

become pluralized. Beck et al. argue that this entails three different consequences.184 

 

1. Boundaries cease to be given and instead become choices. Drawing boundaries 

becomes optional. 

2. Simultaneously, there is a multiplication of the plausible ways in which boundaries 

can be drawn, as well as the ways in which they can be brought into doubt; and 

3. The existence of multiple boundaries changes not only the collectivity defined by 

them but the nature of boundaries themselves. They become not boundaries so much 

as a variety of attempts to draw boundaries. In a similar manner, border conflicts are 

transformed into conflicts over the drawing of borders. 

 

                                                 
184 U. Beck, W. Bonss and C. Lau, “The Theory of Reflexive Modernization. Problematic, Hypotheses and 
Research Programme,” 19. 
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I suggest that these three categories could also be considered as aspects of political practise. 

The above categories regarding boundary drawing could be linked to different categories of 

political practise. If combined they generate fields of political practise that are useful to apply 

in regard to the policymaking of GMOs in Europe. In table 4 we can see how the above 

categories relate to the perspectives of a ‘reflexive’ politics. 

 

During the examination of European policymaking one of the tasks would therefore be to see 

if and how boundaries are reproduced and multiplied in relation to risks and the precautionary 

principle but also in areas such GMO labelling and the coexistence of GM crops. Beck et al. 

argue that in institutional decision-making during ‘simple’ or industrial modernisation, 

decisions have been based on the fact that the boundaries, which the institutions have to take 

into consideration when making decisions, have been drawn on a pragmatic basis. This aspect 

is indicated in chapter 4 when I trace the emerging of the first policies made in the area of 

biotechnology and risks. Nevertheless, in societies that are characterised by reflexive 

modernisation processes, the boundaries have to be created along with the decisions.185 One 

could interpret this process as a transformation from first-order reflexivity to second-order 

reflexivity in the sense that one sees other spheres interfering in the policymaking effort. In 

the fifth to seventh chapters, I follow the process of developing a European legislative 

framework that has to cope with an increasing ‘self-confrontation’, where boundaries have to 

be created along with the decision process. 

 

The efforts in policymaking could be considered to be of first-order or second-order 

reflexivity. It means that in the first phase, modernity has been forced through ‘self-

confrontation’ to address its own side effects and implications. But in the transformation to 

second-order reflexivity one can identify a cognitive reconstruction of the problem-solving 

mode that could not have been avoided. 

 

 

 

                                                 
185 U. Beck, W. Bonss and C. Lau, “The Theory of Reflexive Modernization. Problematic, Hypotheses and 
Research Programme,” 20. 
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Table 4: Perspectives on reflexive politics or political responses to an increased ‘self-confrontation’. 

Two dimensions of reflexive politicsTwo dimensions of reflexive politicsTwo dimensions of reflexive politicsTwo dimensions of reflexive politics    

Dimensions Dimensions Dimensions Dimensions 
of politicsof politicsof politicsof politics    

 First First First First----order reflexivityorder reflexivityorder reflexivityorder reflexivity     Second Second Second Second----order refleorder refleorder refleorder reflexivityxivityxivityxivity    

    

    

Typical Typical Typical Typical 
indications indications indications indications 
during the during the during the during the 
different time different time different time different time 
periodperiodperiodperiod    
(Beck, 1992) 

 

Top-down politics. 

 

Politics change from focus on issues 

like income distribution and class 

conflicts to becoming more 

preoccupied with the production, 

allocation, and distribution of risks. 

 

The political system experiences self-

confrontation, resulting in that 

politics becoming more sensitive 

towards the public sphere. 

 

 

Politics (and other actors) increasingly experience self-

confrontation, which also results in increasing self-

monitoring of their own actions.  

 

Increasing awareness among lay people about the risks 

generated by industrial ‘progress’ and an increased 

distrust in science to solve these risks. 

 

Politics increasingly ‘self-aware’ in the sense that it is a 

self-conscious politics that is self-critical and has its own 

re-shaping perpetually in mind. 

    

The nature of The nature of The nature of The nature of 
boundariesboundariesboundariesboundaries    
(Beck et al., 2003) 

 

Boundaries are not contested in such 

a way that it could not be handled 

within their own discourse/paradigm.  

 

Boundaries are unambiguous and 

institutionally unproblematic 

(between social spheres, between 

nature and culture, between science 

and the unscientific). 

 

Boundaries cease to be given and instead become 

choices. Drawing boundaries becomes optional.  

 

The existence of multiple boundaries changes not only 

the collectivity defined by them but the nature of 

boundaries themselves. They become not boundaries so 

much as a variety of attempts to draw boundaries.  

 

In a similar manner, border conflicts are transformed 

into conflicts over the drawing of borders. 

 

The necessity of institutionalising fictive boundaries. 

A multiplication of the plausible ways in which 

boundaries can be drawn, as well as the ways in which 

they can be brought into doubt. 

 

New problems of institutionalised decision-making as a 

result. 
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The problem solving during the first-order reflexivity has caused new problems that could not 

be addressed by the technical rationalism characterised in problem solving during the period 

of early policymaking in the EU. Also the problem solving effort during the transformation to 

second-order reflexivity demands a cognitive reconstruction that drives policymaking and 

politics into second-order reflexivity. The following quote addresses this process well. 

 

The impacts of technology, scientific knowledge production and the legitimacy and 

effectiveness of democracy are examples of problem areas where such reflection has brought 

up critical reassessments of rational problem-solving methods and led to the development of 

alternative methods and processes of problem handling that are more open, experimental and 

learning oriented.186 

 

The consequence of this process, the transformation from a first reflexivity to a second 

reflexivity is characterised by new boundaries made on a fictive base, which are widely 

recognised as such but are handled as being true under the specific circumstances. This kind 

of reflexive politics is investigated in chapter 8 in the discussion of coexistence between GM 

crops and conventional crops and the debate surrounding this issue. 

 

According to Beck et al. “…reflexive modernity exists to the extent that fictive as-if 

boundaries are institutionalised into systematic procedures that affect everyday life.”187 To 

look for events in European policymaking when fictive boundaries become institutionalised is 

thus one of the challenges. New boundaries are likely to be drawn in areas of scientific 

uncertainty, diffuse risks, unresolved value conflicts, and other issues that put system stress 

on institutional decision-making. 

 

I have now completed the first part of the discussion about reflexive modernisation. I will 

now shift to the next part and discuss how the concept of reflexive modernisation is related to 

institutional change. It is of importance for the dissertation to elaborate on how institutional 

change appears during reflexive modernisation and how institutions interpret and cope and 

eventually transforms when confronted with challenges such as risk and uncertainty. I will 

                                                 
186 J. Voß and R. Kemp. “ Sustainability and reflexive governance: introduction,” 6.  
187 U. Beck, W. Bonss and C. Lau, “The Theory of Reflexive Modernization. Problematic, Hypotheses and 
Research Programme,” 20. 
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first discuss institutional change more in general terms before focusing on how EU 

institutions are responding to these issues. 

 

3.2.4. Politics, Institutions and Reflexivity 

How should one consider institutions in reflexive modernity? Mary Douglas argues that: 

 

Institutions systematically direct individual memory and channel our perceptions into forms 

compatible with the relations they authorize. They fix processes that are essentially 

dynamic, they hide their influence, and they rouse our emotions to a standardized pitch on 

standardized issues. Add to all this that they endow themselves with rightness and send 

their mutual corroboration cascading through all the levels of our information system. No 

wonder they easily recruit us into joining their narcissistic self-contemplation. Any 

problems we try to think about are automatically transformed into their own organizational 

problems. The solutions they proffer only come from the limited range of their experience. 

If the institution is one that depends on participation, it will reply to our frantic question: 

“More participation!” if it is one that depends on authority, it will only reply: “More 

authority!”188 

 

Institutions bear within themselves collective representations and norms. So to what extent 

can they be reflexive? Or rather, how do institutions survive during the self-transformation of 

industrial society? In what might be an inspiration from Luhmann, Douglas argues, 

“…institutions survive by harnessing all information processes to the task of establishing 

themselves.”189 Both Luhmann’s and Douglas’ understanding of institutions indicates that the 

adaptions of institutions to a changing environment contains of an inertia factor. Douglas 

argues that institutions will change as a response to the vision of a new kind of community 

constituted through new levels of economic activity.190 It means nothing less than a 

hermeneutic transformation of the institution’s self-understanding through a dialectic relation 

between the institution and its environment. If the community’s self-understanding changes 

through a radicalization of modernity where risks and uncertainties dominate, then the 

institution needs to transform its own self-knowledge and also its relation to the community as 

such, otherwise it will be caught with the same cognitive processes and classifications. This 

                                                 
188 M. Douglas, How Institutions Think (New York: Syracuse University Press, 1986), 92. 
189 Ibid. 102. It is interesting to note that Douglas’ book was published only two years after Niklas Luhmann 
influential work Social System and even if Douglas does not discuss Luhmann’s theories, Douglas use the same 
way of describing an institutions behaviour regarding its interpretation of communication as Luhmann has argue 
that a social system does.  
190 M. Douglas, How Institutions Think, 102. 
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is, I would argue, what bothers Beck when he argues that the latent side-effects that had 

become characteristic in reflexive modernisation cannot be dealt with in the institutions from 

the industrial society. On the other hand, following Douglas, reflexive modernisation does 

mean a change of the community’s self-understanding and thus a different relationship to the 

world for the institutions, which provides possibilities for the institutions to adapt and change 

their cognitive processes and classifications. 

 

If one relates the above discussion to the two dimensions of reflexive governance that I 

mapped out in table 1, one could regard the hermeneutic transformation of the institution’s 

self-understanding as a shift from first-order reflexivity to second-order reflexivity. Take risk 

issues, for example. In first-order reflexivity, when society is dealing with its own side-effects 

and implications, risks are identified as a problem that is addressed and dealt with in a 

discursive framework characterised by ‘technical rationalism’. Coping with risk issues 

regarding controversial and contested technologies, for example GMOs, nuclear power, and 

nanotechnology, is done mostly through communication between the political sphere and the 

scientific community. To illustrate this in a simplified manner, a political message such as 

‘Minimize risks!’ could be sent from the political sphere to the scientific community. The 

scientific community then comes up with proper solutions that are returned to the political 

sphere. A problem is thus recognised and solutions are provided. The circle is closed, or so it 

seems. But the reflexive modernity thesis argues that the dealing with society’s negative side-

effects of, for example, industrialisation, new technologies, and capitalism, is also the 

mechanism by which a society produces itself in recurring cycles of producing new problems 

and solutions. The dialectic relationship between problems and solutions produces then new 

problems that have to be addressed. In the problem-solving process, the society becomes more 

and more concerned with itself as a result of an increasing self-confrontation with the 

negative side-effects such as air pollution, new chemical components, climate change, and so 

forth. That society is becoming more and more “concerned with itself” is recognised by an 

increasing complexity in different areas such as law-making, politics, and risk assessment. 

 

During the transition phase to second-order reflexivity, the side-effects from industrial society 

increasingly put pressure on the problem handling institutions. One result from the self-

confrontation is that problems, such as risks, are recognised by an increasing uncertainty and 

ambivalence and thus become harder to maintain and control. Uncertainty and ambivalence 

have been characteristic of technology-made risks such as GMO, climate change, BSE, and 
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the use of different chemical compounds in society, and so forth. It is not only the uncertainty 

about deciding the probability of the risks; it is also the complex nature in those risks with 

embedded political, moral, and economic dimensions that contributes to put pressure on the 

problem handling institutions. At the same time the science community has more difficulties 

to keep its authority as the ‘problem-solver’ and the role of the scientific community has also 

become more complex as its role is experienced as both ‘problem-solver’ and ‘problem 

provider’ as science contributes to technology-made risks. This leads to the policymaking 

institutions that handle these issues having to manoeuvre in an increasingly complex 

environment and being unable to solely cooperate with science in order to produce a 

democratically legitimate legislation. Instead the problem handling institutions obtain other 

means to achieve democratically legitimate regulation such as, for example, the precautionary 

principle. In my dissertation, one interpretation is that the result of an increasing self-

confrontation in GMO politics can be seen in an increasing sensitiveness towards the public 

sphere. 

 

Self-confrontation implies increased awareness of one’s own actions leading to, I would 

suggest, a communicative turn in politics. With this phrase I want to emphasise a certain shift 

regarding cognitive claims in the meta-linguistic communication between different social 

systems. Increasing self-confrontation among institutions implies a repositioning from a 

position centred on what the system communicates towards how it communicates. The shift is 

a result of what Douglas in the above quote argued, that “Any problems we try to think about 

are automatically transformed into their own organizational problems.” In order to maintain 

the institution’s cognitive processes and classifications, the institution interprets its 

surroundings from the institution’s own understanding of its function. In the regulative 

process regarding GMOs one could argue that there is a struggle among involved actors to 

achieve interpretative authority. Those actors that attain interpretative authority would then 

become norm-setting authorities (see table 1). When more actors enter the political arena and 

demand interpretative authority, which is one consequence of globalisation, it becomes even 

more important how one communicates in order for actions to be successful. Hence, there are 

increasing demands for an institution to attain a reflexive approach both external, i.e. to other 

actors and its functions with them, and internal, i.e. how the institution understands itself 

regarding its own processes and classifications. 
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If one continues the discussion with the above example concerning the political message of 

‘Minimize risks!’ it is now no longer a message that is responded to with an affirmative 

‘YES!’ but rather with a ‘what?’ from the problem-solving institutions. This is not necessarily 

a very pronounced ‘what’, as the institutions at the receiving end of the message are occupied 

with transforming the message within their own organisational structure and cognitive 

functions. Following Giddens, self-confrontation leads to increasing ‘self-monitoring’ and 

when institutions more and more focus on ‘how’ messages are communicated their behaviour 

is constantly examined and reformed by incoming information from other actors. 

 

Second-order reflexivity introduces a change in the cognitive structure of problem-solving 

institutions, which could be understood as the formation of self-awareness and self-

consciousness, which ultimately leads to new ways of interpreting communication. It could be 

argued that in the transition from first-order reflexivity to second-order reflexivity, 

interpretation of incoming knowledge by problem solving institutions is becoming more 

active. The increasing activity in the interpretation of knowledge is causing an increasing 

communication between the institutions. 

 

With a receding authority among problem-solving institutions, new methods of dealing with 

problems such as risk are developed. During the transformation of first-order reflexivity, the 

‘technical rationalism’ gives way for a more communicative rationality to enter into the realm 

of the recurring cycles producing problems and solutions. But with this, I do not want to say 

that scientific enterprise is not important anymore for the problem-solving institutions of 

modern societies, but rather it has become one actor among many others and thus has lost 

some of its norm-setting authority. The reflexive mechanism that one can detect here is 

identified by a cognitive reconstruction of the problem solving processes. Voss and Kemp 

have argued that in contemporary rational problem-solving processes one can identify 

alternative processes of problem-solving that are more open, experimental, and learning 

oriented.191 One could here, for example, identify a shift from methods of problem-solving 

based on technology assessment and scientific knowledge production towards constructive 

technology assessments, trans-disciplinary research approaches, participatory decision-

making and deliberative policy-making.192 

                                                 
191 J. Voss and R. Kemp, “Reflexive Governance for Sustainable Development – Incorporating feedback in 
social problem solving,” Paper for ESEE Conference in Lisbon, (June 14-17, 2005): 7. 
192 Ibid. 
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During the transformation from first-order reflexivity to second-order reflexivity, institutions 

by necessity experience different crises. I will now address how these crises are constituted 

more in-depth in order to understand how EU institutions might have experienced the 

transition. 

 

3.2.5. Functional- and Legitimation Crises in Institutions  

Until now I have used the term ‘institution’ in is widest sense. In this sense an institution is 

considered to be a form of convention, structure or mechanism of social order governing the 

behaviour of individuals in a community. Douglas uses the concept of institutions in How 

Institutions Think to mean some form of “legitimized social grouping.”193 Institutions are 

thereby related to customs and behaviour patterns in a society but also to more organised 

forms of conducts such as those found in formal organizations of government and public 

service. As my focus is to describe and interpret the political processes and changes of 

practise in European law and policymaking concerning GMOs, I will therefore pay special 

attention to the principal Community institutions. 

 

Side-effects produced by the modernisation process cause certain transformation processes of 

social structures and social thoughts in communities. This in turn causes changes in 

institutions through the process of hermeneutic transformation of the institutions self-

understanding, as I mentioned above. Beck et al. argue that since the 1960s the politicization 

of these side-effects has been a central problem. In his own words: 

 

A good example is the manner in which the catastrophic risks of new technologies have 

caused institutional turbulence. The turbulence, in turn, has brought forth a global 

environmental politics that constitutes a new agent and process of transformation.194 

 
The technology of GMOs has also caused institutional turbulence, which has created a 

process of transformation through an external pressure on formal institutions to deal with the 

specific challenges that the GMO technology presents. Beck et al. interprets the institutional 

side-effects in terms of how they can cause different types of institutional crises.195 Either 

                                                 
193 M. Douglas, How Institutions Think, 46. 
194 U. Beck, W. Bonss and C. Lau, “The Theory of Reflexive Modernization. Problematic, Hypotheses and 
Research Programme”, 14. 
195 Ibid. 14-15.  
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they cause a functional crisis or a legitimation crisis for the institution. Functional crisis is 

caused when “side-effects disrupt the normal course of institutional decision-making, 

undercut its rationale and lead by such means in the direction of restructuring.”196 These crises 

appear as ambiguous and incalculable from the institution’s perspective and challenge its 

cognitive processes and classifications. Beck et al. refer to how the public perception of the 

BSE crisis led to the fastest passage of laws in the history of the German Republic as an 

example of functional crisis. Another example would be the public perception of the 

European market introduction of GMOs that led to a moratorium on GMOs regarding the 

authorisation of new GM products in Europe, which I address in chapter 6. As I will show, 

this event transformed the European regulatory framework on GMOs into a more restrictive 

legislation with extended risk assessment as a consequence. Beck et al. argue that functional 

crises demand substantial institutional innovations to cope with these challenges. 

 

Legitimation crises, on the other hand, occur when internal institutional conflicts cannot be 

solved through the institution’s own cognitive processes and classifications. Beck et al. argues 

that legitimation crises could occur when the definitions of risk presented by scientific experts 

get in conflict with those of political actors.197  According to Beck, it is no longer sufficient to 

resort to purely scientific reasoning to solve risk issues because of a conviction that certain 

issues are in principle uncertain.198 Instead, there has been a politicization of risks through a 

public discourse on risks. I would argue that GMO is an example of how risks have been 

politicized, which also will be shown in this dissertation. The risks with GMOs have not only 

been an issue for the scientific community but have been transformed into a public discourse 

by media, non-governmental organisation, and concerned citizens. Policymakers then have to 

address both scientific arguments as well as the political arguments of other actors in order to 

make regulations both scientifically and democratically legitimate. This dynamics could cause 

a legitimation crisis. I would argue that both the functional and legitimation crises indicate the 

necessity for reflexivity in policy-making institutions.  

 

It is uncertainty that drives the legitimation crisis. Uncertainty makes it possible for other 

actors to take advantage of the political side-effects that uncertainty produces and is then used 

strategically by politicians, decision-makers, profit-makers, NGOs and others for their own 

                                                 
196 Ibid. 14. 
197 Ibid. 
198 Ibid.  
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interests and agendas, independently from the actual risks. Beck et al. argue that legitimation 

crises could be handled through changing the decision-making procedures and by balancing 

out opposing interests. For example, one could interpret the debate about labelling GMOs in 

Europe as a way of dealing with the uncertainties of risks as it changed the decision-making 

procedures through bypassing any normative position by the decision-makers and instead left 

the decision to the consumers. By labelling GMOs one also balanced out opposing interests 

by supporting the NGOs movement for consumers’ ‘right to choose’ and at the same time 

supporting the GM industry by giving them means of access to the market. 

 

This concludes the first part of the theoretical approach. My main focus has so far been on a 

meta-level, that is, I have discussed a reflexive approach to contemporary changes in political 

practise and institutional changes during the transition from first-order reflexivity to second 

order reflexivity. I will now discuss how these changes could concern law- and policy-

making. 

 

3.3. Deliberative Democracy 

In order to reach a more substantial discussion about politics and policymaking concerning 

GMOs, I use Jürgen Habermas’ approach to law and democracy as he has outlined it in 

Between Facts and Norms: Contributions to a Discourse Theory of Law and Democracy. I 

will develop the reasons for this choice further below but the choice of Habermas in general is 

motivated through his work that has explicitly has addressed the relation of politics to 

morality and law. As mentioned above, Habermas’ theory of procedural law and democracy 

contains a theory of reflexivity. Habermas’ theory of ‘reflexivity’, as I see it, could be 

reconstructed from his argumentation about the process of justification or validity of norms, 

which he argues takes place through a process of discursive will-formation. But what is 

important in my study is how will-formation is related to the legitimacy of law. The reason 

for focusing on will-formation and the issue of the legitimacy of law is that I consider that 

Habermas’ thoughts on these issues might bring insights about the nature of the challenges 

that GMO legislation has experienced in the EU.  

 

 I will outline below more explicitly how Habermas argues regarding how norms are 

produced and how it is related to legal issues. Furthermore, Habermas’ theory of law and 

democracy draws greatly on his earlier work on the public sphere which he develops in 
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Between Facts and Norms. Thus I will devote some time to this in order to examine the 

concept of the public sphere. 

 

3.3.1. Habermas’ Concept of Law 

In Between Facts and Norms, Habermas addresses explicitly how his theory on 

communicative action relates to the political and legal realm of modern societies.199 By 

investigating the relationship between the law and democracy of liberal democratic states in 

capitalist societies he returns to questions that he addressed in his first book, The Structural 

Transformation of the Public Sphere, which focused on the relationship between law, politics 

and society and how they interacts in shaping public opinion in democratic society. 

 

According to Habermas, laws formulated from the concept of strategic rationality or departing 

from the idea of value rationality are both problematic. Law based on purely a strategic 

rationality leads to formalism but law based on value rationality is also problematic because it 

does not answer how the sources of values are to be determined. Law is in that case reduced 

to the expression of a certain community which in pluralistic and democratic societies would 

not be considered legitimate. This tension between strategic rationality and value rationality 

has been investigated by Habermas in his two-volume book The Theory of Communicative 

Action. The main issue that Habermas started from was that there existed unresolved tensions 

between capitalism and democracy in society, or as Habermas says, his concern was that an 

increasing differentiation between subsystems and life-worlds would lead to a colonizing by 

the economic and bureaucratic spheres in communicatively structured domains of life with the 

consequence that social relations would be dominated by instrumental and strategic actions 

and thus disconnected from norms and values.200  

 

The reason for outlining how Habermas understands law in The Theory of Communicative 

Action is the relevance it has for how one could interpret the regulative development of 

                                                 
199 Habermas’ theory of communicative action holds that identity formation is made through social interaction 
constituted by the use of language. Communicative acts are oriented towards understanding or consensus by 
actors taking a reflexive stand when raising three basic validity claims, that is, truth, normative rightness, and 
truthfulness that can be reciprocally accepted or denied. Habermas develops his theory of communicative action 
in J. Habermas, The Theory of Communicative Action. Lifeworld and System: A Critique of Functionalist 

Reason , Vol. 2 (Boston: Beacon Press, 1987) but see also the anthology J. Habermas, On the Pragmatics of 

Communication (Cambridge: The MIT Press, 1998). See also M. Cooke, Language and Reason, A study of 
Habermas’s Pragmatisc (Cambridge: The MIT Press, 1994). 
200 J. Habermas, The Theory of Communicative Action. Lifeworld and System: A Critique of Functionalist 

Reason , Vol. 2, 154. 
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GMOs and its crisis in Europe. The underlying rationale for this is that in The Theory of 

Communicative Action Habermas argues that law is linked to morality but not in all aspects. 

For example, Habermas argues, following Luhmann, that in the subsystem of economic and 

political administration all that matters is the law’s internal consistency and how it serves to 

regulate actions within this system. This is not a problem for Habermas as the law functions 

as a medium for organising those actions among actors and it does it quite well. However, 

Habermas does also develop a concept of law as an ‘institution’ in order to complement 

Luhmann’s notion of law and bring the lifeworld into the legal realm. Habermas argues that 

law as an institution is to be understood as “legal norms that cannot be sufficiently legitimized 

through a positivistic reference to procedure.”201 That is, laws that are concerned with 

substantial normative issues, which Habermas argues are typical in criminal law such as 

murder, rape, and abortion.202 The legal system in these cases goes beyond the perspective of 

merely regulating strategic actions among actors and must find substantive justification, 

which draws its legitimacy from the lifeworld and its validity from communicative actions. 

Those legal systems that fall under the category of ‘law as institution’ are thus embedded in a 

broader political, cultural, and social context and are linked to moral norms and conduct in the 

society. 

 

If one departs from Habermas’ notion of law as either a steering medium or as a legal 

institution, one can understand the causes of the crises in European GMO legislation during 

the 1990s leading to a moratorium on GMOs, which I will return to in chapter 6, as springing 

from the legal structure itself as it has been focused upon law as a steering medium, which 

finds its legitimation through formally correct procedures. When components in the 

legislative framework become moralised, the basis of legitimation changes and legitimacy is 

questioned if it does not relate to normative components in the lifeworld. This theoretical 

exercise could of course not explain all the turns that led to a moratorium but it is interesting 

to note that the public mistrust of GMOs could be that there was a missing link that one could 

refer to as communicative reason anchored in a public opinion- and will-formation. 

 

Following Beck and Habermas, we would in the light of this legal ‘self-confrontation’, which 

the legitimation crisis in the regulation of GMOs would indicate, see how a new legal 

consciousness takes form characterised by new legal ‘institutions’ in GMO regulation. This 

                                                 
201 Ibid. 365. 
202 Ibid. 
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approach could for example be useful for understanding the function of the precautionary 

principle, which becomes an important regulative measure after the moratorium. I will now 

turn my focus back to Between Facts and Norms in order to elucidate how Habermas now 

understands the mediating role of law and how processes of will-formation take place in 

society. 

 

When Habermas again focuses on the relation of law and democracy in modern societies in 

Between Facts and Norms he returns in one sense to the tension between strategic and value 

rationality even if he now is talking about the facticity and validity of law. The difference in 

Between Facts and Norms is that in regard to The Theory of Communicative Action, where 

only validity, or value rationality, could be used as a means to achieve social integration 

through its connection to the lifeworld’s pluralism of values, norms, and consensus formation, 

Habermas is now arguing that both facticity and validity is contribute to social integration. 

According to Habermas, 

 

The positive law that we find in modernity as the outcome of a societal learning process has 

formal properties that recommend it as a suitable instrument for stabilizing behavioral 

expectations; there does not seem to be any functional equivalent for this in complex 

societies.203  

 

This quote needs some clarification in order to be understood in regard to the discussion 

above. With the sentence “[t]he positive law that we find in modernity as the outcome of a 

societal learning process…” Habermas is arguing that law, understood as facticity, functions 

as holding together a society that is characterised by different actors struggling over priorities 

of value interpretations or engaging in certain interest conflicts. With “formal properties” 

Habermas is referring to the legality aspects of positive law, which he in Legitimation Crisis 

and The Theory of Communicative Action has criticized because they could not be linked to 

legitimacy, but with the sentence “recommend it as a suitable instrument for stabilizing 

behavioral expectations” Habermas indicates that even law based on legality refers to an 

intersubjectively shared moral consciousness which could contribute to stabilizing 

behavioural expectation through a discursive opinion- and will-formation where norms could 

be accepted on the grounds of good reasons, regardless of one’s own particular value 
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allegiance or attitudes to other citizens. Then both legality and legitimacy in law in modern 

societies would foster a “morally obligatory relationship of mutual respect.”204 

 

But Habermas does also argue that law is the medium for transforming communicative power 

into administrative power.205 In fact Habermas claims that “if the sources of justice from 

which the law itself draws its legitimacy are not to run dry, then a jurisgenerative 

communicative power must underlie the administrative power of the government.”206 From 

this perspective, representative democracy and law are intimately linked whereas law could be 

argued to be situated between communicative and administrative power.207 

 

Habermas argues that communicative power arises from that communicative actions have a 

motivational force.208 Thus, communicative power could be said to be generated in political 

consideration of collective goals that are achieved discursively in different political arenas, 

claims that get their legitimating force from a common ground of shared beliefs that are 

achieved through a rationally grounded political will.209 The moratorium on GMOs, for 

example, could be seen as a failure to achieve a common ground of shared beliefs in GMO 

regulation from which the political will of the EU could draw legitimation.  

 

For Habermas, a fundamental feature that modern democracy should embrace is to establish a 

procedure of legitimate lawmaking. This could be done, according to Habermas, by 

guaranteeing that only those laws “may claim legitimacy that can meet with the assent of all 

citizens in a discursive process of legislation that in turn has been legally constituted.”210 In 

order to establish a procedure of legitimate lawmaking, Habermas argues that it is necessary 

to “steer the production of the legal medium itself.”211 This means that the procedure of 

legitimate lawmaking must be constituted in such a way that the legal community can provide 

the medium for the community’s self-organisation. Here is the core of Habermas’ procedural 

                                                 
204 Ibid. 
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210 Ibid. 110. 
211 Ibid. 111. 
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democracy. Procedural democracy in Habermas’ conception is highly reflexive; it would not 

be misleading to talk about it in terms of a reflexive democracy. 

 

To conclude Habermas’ argumentation, in his proceduralist model of a reflexive democracy 

the discursive processes of opinion- and will-information are central. An important aspect of 

Habermas’ theory on deliberative democracy is that the discursive processes in the public 

sphere can be transformed into communicative power through informal and legally 

institutionalised procedures. Communicative power can then be transformed through policies 

of parliamentary bodies into administrative power.212  

 

However, the processes of discursive transformation from public opinion to administrative 

power presuppose a certain comprehension of the public sphere, which I will now address 

more explicitly.  

 

3.3.2. Habermas and the Public Sphere 

The concept of the public sphere has played an important role in Habermas’ entire authorship. 

In The Structural Transformation of the Public Sphere Habermas investigated the appearance 

and partial degeneration of a bourgeois public sphere during the eighteenth and nineteenth 

centuries in Britain, France, and Germany.213 The public sphere should be understood as the 

emergence of a distinct forum for rational debate which was separated from the state 

apparatus and took place in town squares, coffee shops and through new forms of 

communication such as the printed press. It was in the public sphere that ‘discursive opinion 

formation’ was brought to the fore by representing the general social interest. However, there 

existed limitations of how ‘public’ the public sphere was and how ‘general’ the expressed 

social interest was. Habermas acknowledges that the participants in the public sphere were 

individuals of a property-owning and well educated bourgeois society. An important point 

about Habermas’ investigation of the bourgeois public sphere, as pointed out by Craig 

Calhoun, is that it was not the exclusive character of the public sphere that made it bourgeois 
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but rather that it was the society that was bourgeois which fostered a certain type of public 

sphere.214 

 

The bourgeois public sphere occupied a space between the state and the society and 

institutionalised a practise of critical discourse on political matters which had not existed 

before. According to Habermas, “The medium of this political confrontation was peculiar and 

without historical precedent: people’s public use of their reasons.”215 The public sphere also 

started to dissolve when it lost its political significance.216 Luke Good describes the 

expanding of the public sphere through the working class and women’s suffrage with the 

words, “…if nineteenth-century society saw democracy spread more widely, then it also saw 

it spread more thinly.”217 With the rise of liberalism, capitalism and the welfare state, the 

relationship between the state and society changed and structurally transformed the public 

sphere. Habermas has continue to develop the concept of the public sphere basically because, 

I suppose, it provides an immanent possibility for an open and rational debate based on the 

participants’ capacity for rational dialogue in order to reach a shared understanding even 

though they differ on questions of values and the good life. I will now shift attention to how 

Habermas has used the concept of the public sphere in more recent publications. 

 

An important part of the public sphere as Habermas depicts it in Between Facts and Norms, 

besides its pluralistic character, is the concepts of ‘weak’ and ‘strong’ publics.218 Here weak 

publics should be understood as informal deliberations and associations among ordinary 

citizens taking place outside official political institutions. Strong publics on the other hand, 

are deliberations and associations that take place within formal political institutions and are 

represented by legislature, parliamentary composition or other elected official structures. 

Habermas got the idea of distinguishing between weak and strong publics from Nancy Fraser 

who has pointed out that “weak publics [are] publics whose deliberative practice consists 

exclusively in opinion formation and does not also encompass decision making.”219 Strong 
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publics, according to Fraser, are “publics whose discourse encompasses both opinion 

formation and decision making.”220 For Fraser, separating the public sphere into weak and 

strong encompasses the fact that the force of public opinion is strengthened by being 

represented through official political institutions and empowered by the translating of, such 

opinions into authoritative decisions.221 I suggest that comprehending the public sphere as 

divided into weak and strong publics in Habermas’ and Fraser’s sense contributes to a more 

profound grasp of how public opinion-formation regarding GMOs has been transformed into 

political power through parliamentary bodies, which occurred in the case of the moratorium. 

 

According to Habermas, the weak public is “the vehicle of “public opinion.”222 He states that 

the weak public, although more vulnerable to repressive social power and structural violence, 

has the capacity to be more aware and sensitive to issues, problems, and needs in the civil 

society and private life spheres than strong publics.223 The weak public thus, according to 

Habermas, “detects” and functions as a “supply” to strong publics where public opinion is 

transformed into political power. Habermas argues that the public sphere can acquire public 

influence which could, through the institutionalised procedures of democratic opinion-

formation and through parliamentary debates, turn into legitimate lawmaking.224 Lawmaking 

thus attains its legitimation by being established in a collective opinion-formation. Habermas’ 

theory of deliberative democracy tries thus to argue for an increased sensitivity of political 

institutions and the strong public sphere through the use of communicative rationality in order 

to transform society. 

 

After this brief exposé regarding Habermas’ thoughts on democracy, law, and the public 

sphere, I will briefly mention how Habermas and Beck could be brought into the theoretical 

framework with their notion of the public sphere and subpolitics in order to reinvent GMO 

politics.  
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3.4. Reflexive Modernisation, Deliberative Democracy 

and the Role of NGOs 

In the last part of this chapter I will attempt to summarise by bringing the two theoretical 

strands together: the empirical-analytical category of the concept of reflexive modernisation 

and the normative aspects of a deliberative democracy that takes into account not just its own 

functional intertwining with state and society but how it could be brought into the framework 

of reflexive modernisation for, to quote Beck, a ‘reinvention of politics’. This will be further 

elaborated after the empirical investigations in this study. I suggest that the theoretical 

departures must be kept in mind if one wants to grasp the mode regarding how GMO politics 

have been formed and operated in Europe. The Habermasian notion of a public sphere 

demonstrates how it possible for “the public…to set in motion a critical process of public 

communication through the very organizations that mediatize it”225 Basically, the critical 

process that Habermas refers to is fundamentally based on the socially integrative power of 

communicative action.226 Of course, this implies that the public sphere must inherently be 

reflexive.227 That is, the public sphere can not only consist of a culture-consuming public but 

has to incorporate a culture-debating public.  

 

The necessary reflexivity that one finds in the public sphere is thus another kind of reflexivity 

than what Beck aims at with the concept of ‘reflexive modernisation’. While Beck’s notion of 

reflexivity addresses the unintended consequences of policies and is thus a kind of reflexivity 

on a macro-sociological level, a reflexive public sphere on the other hand emphasises the 

opinion formation taking place through different discursively interconnected public spheres, 

depending on the issue at hand. Nevertheless, the Habermasian understanding of political 

public spheres could be seen to reverberate with the meaning of Beck’s notion of sub-politics, 

indicating that new domains of politics appears beyond representative institutions and 

democratically legitimized policies of the political system of nation states.228 In the case of 

GMO politics, an alarmed public has urged the politicians to regulate and restrict the 

production of new risks, which could be seen as an example of the growth and articulation of 
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a sub-political domain according to proponents of the reflexive modernisation thesis.229 The 

example could also been seen as an example of democratic opinion formation where techno-

economic developments are discussed openly in public. According to Habermas: 

 

The communication structures of the public sphere are linked with the private life spheres 

in a way that gives the civil-social periphery, in contrast to the political center, the 

advantage of greater sensitivity in detecting and identifying new problem situations.230  

 

The greater sensitivity of the public sphere detects topics that the institutionalised political 

apparatus does not bring to the political agenda. Issues force their way through media, interest 

organisations, citizen initiatives and other ways before they catalyse the growth of social 

movements and new subcultures.231 It is intriguing to consider whether the public sphere has 

become even more sensitive with the emergence of new communications technologies. 

Habermas has showed that the emergence of the printed press created a certain type of public 

sphere mediated through newspaper and face-to-face communication, the new possibilities of 

communication through the use of the Internet make it possible to interact with physically 

absent actors and create new distanced relations organised around social issues, which has 

have not been possible before. With Habermas’ above quote in mind regarding the political 

sensitivity in the public sphere, Beck has argued that “The socially most astonishing and 

surprising, yet perhaps the least understood, phenomenon of the 1980s is the unexpected 

renaissance of a global political subjectivity, outside and inside the institutions.”232 This 

political subjectivity has, according to Beck, given political power to social movements, 

initiative groups, and non-governmental organisations.233 Both the sensitivity of the public 

sphere and the political subjectivity could be traced in an earlier passage by Beck regarding 

subpolitics. In The Reinvention of Politics Beck argues that: 

 

Subpolitics is distinguished from politics in that (a) agents outside the political or 

corporate system are also allowed to appear on the stage of social design….and (b) not 
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only social and collective agents, but individuals as well compete with the latter and each 

other for the emerging power to shape politics.234 

 

However, for subpolitics to take place in the realm of the legitimate conditions of deliberative 

politics it must be developed through widely diversified public spheres, as well as through 

procedures of democratic opinion formation. Thus, both subpolitics and the public sphere are 

important elements for the possibility to reinvent politics. 

 

I would argue that the concepts of subpolitics and the public sphere could be considered as 

cornerstones for new social movements and especially NGOs. NGOs correspond to Beck’s 

notion of subpolitics as they are political movements beyond the representative institutions or 

political systems of the member states. In reflexive modernisation, NGOs have become actors 

that execute politics with other means than through the traditional channels.  

 

Throughout this study, the terms social movements and non-governmental organisations are 

both used. Both social movements and NGOs are sometimes understood as different 

expressions for the same cause. For example, green NGOs are being included in the 

environmental movement. However, I think that NGOs should be considered as separate from 

social movements for reasons I will express below. I will here first describe the social 

movement with focus on the differences between ‘old’ social movements and the ‘new social 

movements’ where the latter are the type of social movements that are involved in the GMO 

discourse. I will then describe NGOs and how they differ from social movements.  

 

The prefix ‘new’ in new social movements indicates two things. First, the new social 

movements indicated a radical break in the 1970s influenced by the New Left, which 

indicated a political transformation from an earlier political course of ‘rights politics’ centred 

on issues of class- and union-politics to an ‘identity politics’ with focus on gender, race, and 

sexuality. With this new focus it was possible for the new social movement to overcome 

earlier obstacles. Timothy Doyle and Doug McEachern argue that the new social movements’ 

“structural form often overrides barriers and borders like class, religions, established political 
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parties and even families to form tremendous broad coalitions of support for a period of 

specific struggle.”235 

 

Also issues such as participatory democracy, the environment, community, and consumption 

patterns came to influence the new social movements. Robin Cohen and Shirin M. Rai argue 

that: 

 

Whereas the struggles of labour, for national self-determination and civic rights were 

located ‘merely’ within the polity, the ‘new’ social movements were said to operate within 

civil society at large. Whereas the ‘old’ social movements were thought wedded 

irremediably within the dominant political system, the ‘new’ social movements wanted 

changes in social values or life-styles.236  

 

From the above quote I would argue that the new social movements have vitalised the public 

sphere as the discursive opinion formation moved from the polity to the civil society at large 

which means a reoccupation of the space between the state and the society that the bourgeois 

society once occupied. Habermas has argued that the weak public is able to ‘detect’ issues, 

problems, and needs in the civil society and private life spheres and for this the grassroots 

perspective is necessary. From a Habermasian point of view, the new social movements are 

constituted through an ongoing dialogue and social interaction and occupy the sphere of the 

weak public.  

 

If the first difference between the ‘old’ social movements and the new social movements was 

political, then the second difference could be argued to have intellectual causes. The new 

social movements were intellectually influenced by post-modern and post-structuralistic 

theories as a reaction to the meta-narratives that liberalism and socialism had provided.237 The 

‘structural’ influence also emphasised pluralistic approaches, identity politics, and 

confrontation with dominant political discourses based on an organisation structure that was 

local, bottom-up, and network-based.238  
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In the cases where social movements and NGOs are understood as the same phenomena they 

are grouped together as interest groups. Princen and Finger have argued that theories about 

social movements are difficult to use in order to understand NGOs and especially 

international NGOs because according to them, social movement theories are biased towards 

the national state.239 According to Princen and Finger, environmental NGOs are expressions 

of a post-modern process that erodes collective projects and increases, fragmentation together 

with the experience of global ecological crisis and globalisation processes.240 But the 

transformation of the project of modernity and the eroding of traditional politics could instead 

be seen as the emergence of new and specific existential conditions for shaping politics and 

for the institutions involved in the political process. I would argue that this specific existential 

condition is a result of the reflexive modernisation process. The concept of ‘self-

confrontation’ indicates a confrontation that compels a new relationship to norms and 

boundaries which affects the perception of the surrounding world by institutions. The result of 

this new relationship is not what Princen and Finger have argued, namely that the society has 

encountered an “absence of a common reference point”241 or that “any social actor’s reference 

point now seems to be legitimate”242 but instead it indicates that institutions and NGOs are 

involved in interpretation processes of how to understand distinctions, standardizations, and 

norms under new emerging conditions under reflexive modernisation. Where post-modernists 

see distinctions, standardizations, and norms as being fragmentised and dissolving, the 

conditions of reflexive modernisation indicate that they are multiplied and reinterpreted but 

besides that, both perspectives include the idea that society has been confronted with global 

environmental crisis and the demand for new forms of political responses.  

 

Even if I disagree with some of the premises made by Princen and Finger regarding the 

emergence of environmental NGOs as a consequence of a transformation to a post-modern 

society, I agree with their analyses of what the contribution of NGOs could be. According to 

Princen and Finger, NGOs:  

 

…become agents of social learning and therefore significant contributors to learning our 

way out. Indeed, rather than focusing on traditional politics, how to influence it and how to 

mobilize for it, environmental NGOs build communities, set examples, and increasingly 
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substitute for traditional political actions. They become agents of social learning, whereas 

social movement were actors of political change only. 243 

 

I think that Princen and Finger are right when they say that environmental NGOs could 

contribute to social learning by, for example, enhancing environmental awareness and 

transforming traditional politics. But the quote also indicates two important aspects in relation 

to the difference between social movement and NGOs. The first is that if Princen and Finger 

are right in that NGOs could build communities, set examples and substitute for traditional 

political actions then they also possess a far more direct and transformative power than social 

movements. Secondly, with this kind of power, NGOs occupy not the weak public but the 

strong public in the public sphere as NGOs could contribute to both opinion formation and 

decision-making in a way that no social movements can account for.  

 

In conclusion, it could be helpful to summarise the central themes of this chapter. It might be 

recalled that the theoretical framework that encompasses this study is drawn from two 

different approaches, Ulrich Beck’s notion of reflexive modernisation and aspects of Jürgen 

Habermas theory of law and democracy. I have attempted to demonstrate that both the 

writings of Beck and Habermas could be considered to have reflexive components within 

their theoretical frameworks and that these reflexive components have bearing on my own 

study by making valuable contributions to how to understand politics, policy-making, 

institutional change, and public norm-building concerning GMOs. These theoretical 

contributions generate a cognitive sensibility that I suggest is useful when considering the 

unfolding of GMO politics in the EU. An important aspect of reflexive modernisation is the 

notion of ‘self-confrontation’ and how this confrontation produces uncertainties and 

ambivalence, which in turn produce new social and political practices. In this chapter, I have 

argued that reflexive modernisation contributes to a multiplication and thus a blurring of 

boundaries when actors and institutions reconstruct, reinterpret, and reconfigure their own 

actions and the conditions that they act upon in order to develop new strategies and methods 

for problem-solving. The development of these strategies and methods in GMO policy-

making will be investigated in this study. 

 

Regarding Jürgen Habermas’ theory of law and democracy, I have first attempted to assess 

how discursive opinion-formation and legitimate lawmaking are understood by Habermas and 
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then how the public sphere is connected to these issues. Habermas’ explanation of how law 

functions in a liberal democracy is useful because it contributes to an understanding of the 

regulatory processes involved in GMO policy-making. In order to understand how the 

legitimacy of legal norms depends on democratic deliberations, I postulate a reflexive public 

sphere as a provider of opinion-formation which takes place in social movements and NGOs 

and through other forms that could be considered as sub-politics.  

 

Finally, I seek to integrate Beck and Habermas by arguing that subpolitics and the public 

sphere are both needed in order to understand social movements and NGOs and how they 

relate to different aspects in the public sphere. I have no doubt that the theoretical account in 

this chapter and the methodological considerations in the former chapter leave much to be 

desired, and there are many issues that could not be raised in such a confined space. However, 

these comments will have fulfilled their tasks if they constructively provide groundwork for 

the empirical investigations that follow. In the next chapter I will begin the empirical 

investigation by examining the early regulatory measures regarding biotechnology in the 

United States.  
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4.  The Asilomar Legacy 

4.1. Introduction  

In this chapter, I describe a period in the early phases of genetic engineering, which took 

place in the United States during the early 1970s. At this time, risk became discursively 

linked with recombinant DNA research as it emerged as a central topic in the regulatory 

policy discourse, a scientific debate first played out entirely in the USA. As the debate 

transformed into a controversy, European scientists became involved mainly through their 

earlier participation in conferences. Nevertheless, the debate was primarily an American event 

even if the controversy later came to influence the European regulative process and how 

problems were framed through the scientists that had participated in the Asilomar Conference. 

 

My main purpose with this chapter is to outline how a small group of scientists came to 

occupy the role of mediators by providing interpretation and stabilization of the meaning of 

biohazards. This was done by using experience from the scientific discourse that had emerged 

from DNA research in order to interpret and define the concept of biohazards. By being able 

to articulate and thus form the risk discourse in genetic engineering, the scientific community 

became key actors in the regulative process and became important actors in the future 

regulatory policy discourse. 

 

In this chapter, I will attempt to reconstruct the early period of the regulatory development of 

biotechnology starting from the standpoint that this and other controversies and regulations 

processes about biotechnology could be understood as a result at the emergence of a new form 

of regulation that is characterised by reflexive elements. My focus is the controversy 

regarding the risks with recombinant DNA and how the risks are interpreted and framed as 

‘biohazards’. The controversy has been known as the ‘recombinant DNA controversy’. 

During the few years the controversy existed in the 1970s, the scientific community mobilized 

and used its authority and influence to gain control over the regulative process in order to 

keep the scientific autonomy intact and avoid guidelines that could interfere with further 

research in molecular biology. My reconstruction of the recombinant DNA controversy stems 
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from two different components. The first is the shift from ‘representation of nature’ to 

‘interventions in nature’, which I mean could represent the paradigmatic shift regarding the 

scientific developments in molecular biology. This new emerging scientific paradigm marked 

the move from molecular biology to genetic engineering, which was made possible with the 

techniques of recombinant DNA. In many ways the shift itself could been seen as reflexive in 

the sense that it led to an increased awareness about the risks with the technology, which in 

turns led to an increased legislation in the area. One could argue that the reflexive dimension 

that was actualized with the use of recombinant DNA techniques is embedded in the self-

confrontation that the scientific community had to deal with regarding the possibility for new 

risks with the technology. With the great uncertainties about risk issues with recombinant 

DNA, it raised demands for new distinctions, standardizations, and norms for coping with 

those issues. Furthermore, the shift from representation to interventions in biotechnology did 

not only change the scientific understanding about gene transfer but the debate did also have a 

strong impact outside the scientific community regarding legal and political regulations in the 

USA and in Europe. 

 

The other component that I wish to focus on in this controversy is the role of the scientific 

community. Through the discursive process of moving from representation to interventions, 

different actors appeared in this process but the scientific community played the lead role in 

this phase. Nevertheless, all actors brought their own agenda and intentions for intervening in 

the process. The intervening was done through certain discursive acts of interpretation, which 

function as a “translator” of the technology between the involved actors. With ‘discursive acts 

of interpretation’, I mean those communicative acts that are used to translate certain events, 

for example, when scientists explain to policy-makers how recombinant DNA works. In these 

communicative processes, scientists stabilize and frame meaning in a certain way by reducing 

the interpretation of, for example, the risks with recombinant DNA, and thereby build 

consensus. This is done by scientists at conferences and by policy-makers through the 

establishing of legislation and guidelines. It is through communicative actions of translations 

and interpretations scientists and policy-makers function as mediators by stabilizing certain 

meanings. 

 

The chapter is disposed as follows. First, I outline some of the important factors and events 

that contributed to the controversy and how it transformed the socio-political discourse and 

created new constellations between the public sphere, government and the scientific 
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community, which came to influence and frame scientific research in molecular biology. The 

second part deals with how the scientific community responded to these new constellations 

and started to mobilize in order to protect scientific interests. In the third part, I discuss how 

the recombinant DNA controversy culminated at the Asilomar Conference in 1975. The last 

part in this chapter is a more analytical part where I interpret the risk strategy that was 

developed at the conference. I put some extra focus on the risk strategy as it came to influence 

the regulative process in the US and it came to influence European policymaking because 

many of the scientists that were involved in the controversy came from Europe. 

 

4.2. Historical Background 

The new possibilities that genetic recombination techniques entailed, regarding the possible 

risks and how they could be contained were issues on the agenda at the Asilomar 

Conference.244 Awareness of the possible risks with transferring genes from one organism to 

another was before the Asilomar Conference not something that had reached beyond those 

involved in the DNA research programmes. This was changed with the Asilomar Conference, 

as the conference was widely covered by US news media.245 It could be argued that the 

Asilomar Conference was the start of a new political and scientific awareness regarding 

biotechnology. It was the birth of a risk discourse focused on unwanted gene transfer that still 

is not settled. However, it was also the beginning of a controversy about policy approaches to 

biotechnology.246 The Asilomar Conference was nevertheless not the only event that 

contributed to political and scientific awareness regarding risks with genetic engineering as 

other factors such as social movements and other conferences preceded Asilomar. To place 

the Asilomar Conference in its right context is important in order to understand the 

consequences from Asilomar. I therefore proceed from the events that are described in table 5. 
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Table 5: An overview of events in the DNA controversy. 

Time  Event Description 

January 1973 The First Asilomar Conference  Discussed potential hazards in using virus in genetic 
engineering 

June 1973 Gordon Conference on Nucleic Acids Discussed risks with recombinant DNA 
September 1973 The Gordon letter, published in 

Science 
Summarises the discussion about risks and benefit with 
recombinant DNA from the Gordon conference. 
Proposed the establishment of a committee to make 
guidelines.  

1974 Committee on Recombinant DNA 
Molecules established 

Making guidelines for rDNA research. Introduced a 
moratorium for certain experiments.  

February 1975 The Second Asilomar Conference  Discussed principles in recombinant DNA research. 
Lifted the moratorium.  

 

Though the risk discourse in genetic engineering could be argued to have its origin at the 

Asilomar conference, the discourse was not homogenous on risk issues. Nevertheless, the 

scientific community succeeded in setting the agenda but the Asilomar conference also 

opened up new forums and discourses regarding risks with genetic engineering, both public 

through the media but also among the scientists themselves as well as in governmental 

institutions. The public worried about biologists creating living material that had never 

previously been encountered in nature and were fed with frightening images of the wonders 

that might crawl out from the scientists’ laboratories through the media. Some participating 

scientists that felt that concerns about the risks did not meet any sympathy at the conference 

continued to express worries about how new traits introduced in virus and bacteria might be 

dangerous, and how they should be contained in the laboratory. Governmental institutions 

also got more alert to the issue and started to examine how supervision and control of the 

technology could be achieved.  

 
Risk and uncertainty became crucial concepts for the emerging legislative processes in the 

area of biotechnology in the early 1970s. Risk issues in molecular biology occurred because 

of a shift in molecular biology itself. The shift can be seen as paradigmatic for scientific 

enterprise in biotechnology since it marked a move from representation of nature to 

interventions in nature. The shift could also be characterized as a move from bio-discovery to 

bio-construction. However, interventions in nature have been possible for a long time with 

plant breeding without rDNA techniques, I use it to indicate an important transformation of 

the technology. 

 

The political establishment during the 1960s became more sensitive to issues related to public 

health and safety. Also the social movements gained momentum and it was especially issues 
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of consumer safety and the environment that attracted public interest. What these social 

movements had in common was the interest in the effects of modern technology regarding the 

environment and consumer safety. Negative side-effects of modern technology made a severe 

impact on the natural environment, such as, “Radioactive fallout from nuclear weapons tests, 

the concentration of persistence pesticides in food chains, oil pollution from massive spills, 

the discharge of industrial and domestic wastes into the air, rivers, and oceans – all produced 

effects that extended far beyond the local ecosystem.”247 The awareness that commonly used 

industrial materials, such as silicon, asbestos, beryllium, and organic chemicals also contained 

serious hazards for consumers and workers contributed to the concern.248 The growth in 

productive capacity in the United States during the post-war era made it possible for advances 

in the area of industrial products and processes, which resulted in hundreds of new chemical 

being introduced into the world each year. The uncertainties concerning the hazards of 

introducing new chemicals on to the market and environmental disasters from industrial waste 

created mistrust concerning modern technology. Wright points out that: “The idea that new 

toxic substances or pathogenic organisms might slip into use through the reckless application 

of modern technology – a major concern of some who were to take part in the debate over 

genetic engineering – was thus not novel by the time the debate broke out.”249 We will later 

see that this concern reappears when GMOs were to be introduced in Europe. 

 

During the 1960s, one could speak of the emergence of a new mass consciousness of 

environmental issues, which received attention in the news media. Books such as Rachel 

Carson’s Silent Spring (1962) and Herbert Marcuse’s One-Dimensional Man (1964) further 

raised awareness about new technologies, environmental degradation, and the incapacity of 

the traditional political structure to deal with these issues. In Sweden, Rolf Edberg published 

Spillran av ett moln (1966) which the same year was translated to English.250 In Jonas 

Anshelm’s study of the Swedish social democratic party ideological development on 

environmental issues he argues that Edberg’s book could be seen as a breakthrough for 

ecological awareness in Sweden.251 However, Andrew Jamison has pointed out that the 

environmental consciousness could not entirely be said to have emerged in the 1960. Jamison 
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argues that Fairfield Osborn’s books Our Plundered Planet (1948) and Limits of the Earth 

(1953) contributed to the new consciousness by expressing new environmental perspectives 

instead of the more limited traditional nature protection perspective.252 Also Julian Huxley 

played, according to Jamison, an important role by bringing environmental issues to the 

agenda in the United Nations’ system through helping to establish the International Union for 

the Protection of Nature (IUPN),253 which was founded on 5 October 1948, but changed its 

name to International Union for Conservation of Nature and Natural Resources (IUCN) in 

1956. 

 

According to Wright, the Democratic victories of 1958 and 1964 opened up the possibilities 

for redirecting public science policy in the United States.254 It made it possible to shift the 

balance of power in the Congress from conservative Republicans to liberal Democratic 

reformists. In 1958 the liberal Democratic reformists started to push for major social reforms 

in civil rights, poverty, education, and health insurance.255 Wright writes that: 

 

For a few years, the politicians and the attentive public formed a resonating system in 

which pressure from the public received a ready response from politicians and political 

action reinforced the public movement, and a broad range of reform legislation was enacted 

to mitigate the effects of technological development on the consumer, the workplace, and 

the environment.256 

 

It could be argued that the development of reform legislation regarding public health and the 

environment during the 1960s played a vital role for how the legislation concerning 

recombinant DNA and genetic engineering later was formed. The protective legislation 

expressed a certain standpoint against technology. The legislation did not try to stop the 

technological development; only avoid the inherent hazards related to it. This was done by 

creating standards for exposure levels, new institutions in order to respond to technology 

development, and procedures for assessing technological impacts. These processes of 

reforming legislation materialize within the structure of first-order reflexivity. Wright’s quote 

about the resonating system between the public and the political spheres indicates a self-
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confrontation with technological hazards, which needed to be addressed. In chapter 3, I 

describe the political challenge of responding to risks in first-order reflexivity in order to 

emphasize how governmental decision-makers were focused on finding solutions to 

problems. I further describe the approach as being recognised by a ‘technical rationalism’ 

because it emphasised measurements and technical expertise. We will see similar trends when 

the legislation concerning recombinant DNA is created. 

 

Wright recognized that the legislation that was developed during the late 1960s and early 

1970s regarding public health and the environment also codified three methods of public 

control over new technology.257 First, it strengthened the public control over decisions on the 

regulation of science and technology through establishing a principle of public review. With 

the Freedom of Information Act (passed in 1966) and the Federal Advisory Act (passed in 

1972), it gave the public both access to government documents as well as to government 

decision-making. The work of extending public review was also incorporated in other 

legislation such as the National Environmental Policy Act, NEPA (passed in 1969), which in 

the environmental impact statements was projected to facilitate and promote public review. 

Secondly, new legislation such as the Occupational Safety and Health Act (passed in 1970) 

strengthened the possibility for citizens and consumer groups to take legal action against the 

government and the industry. The legislation expanded the legal grounds for taking action 

from being based on invasion of property or legal rights to incorporating grounds of violation 

of the public interests. Finally, the legislation recognized the hazards with new technology 

and was designed to avoid undesirable consequences by preventative measures.258 

 

However, even if the legislation that was developed during this period strengthens the 

possibilities for public control over technology development, there were still limitations 

regarding public influence and access to the policymaking field. Wright argues that: 

 

While the new legislation provided a variety of ways in which the public could influence 

government regulation of technology and opened up governmental processes to public 

scrutiny to an unprecedented extent, it did not facilitate direct participation in the 

policymaking process. Responsibility for the appointment of advisory boards to 

government agencies, for example, remained firmly in the hands of those agencies.259  

                                                 
257 Ibid., 42-43. 
258 Ibid.,43. 
259 Ibid. 



 132 

 

As the main aim of this dissertation main aim is to investigate how reflexive forms of 

regulation emerge, it is interesting to note that the legislation developed during the 1960s and 

early 1970s regarding public health and the environment falls under the category of a first 

order reflexivity. Politics has now started to focus increasingly more on the production, 

allocation, and distribution of risks. One could during this period argue about the emergence 

of a politics of risks where the initial approach was to open up governmental processes to 

public scrutiny. It should also be noticed that the boundaries between science and society are 

not being contested. Even if the governmental processes have become more transparent to the 

public, it was not, as Wright recognized in the above quote, an attempt to involve public 

participation in science and innovation development. The legislation that I refer to above 

could be seen as examples of the false assumption that public concerns are only about 

instrumental consequences and thus impose a normative, standardised model of citizens.260 It 

could be argued that this standardised model of citizens is an important part of the deficit 

model. The term deficit reflects that citizens are relatively ignorant of science and therefore it 

would be futile to let the public participate in policymaking processes. 

 

Besides an increasing awareness about public health and the environment, there also existed 

interrelated economic and political incitements for government regulation in molecular 

biology. The emergence of the political field of molecular biology through state intervention 

in the United States and Europe was intertwined with economic changes such as the rise of 

multinational liberalism and international economic expansions, which led to new 

constellations of actors and institutions in the creation of social and scientific policy.261 

According to Wright, National Institutes of Health (NIH) research grants went from $6.4 

million in 1950 to $225 million in 1967.262 This staking in biomedicine made the NIH an 

important actor. As a result of the large amount of federal funds, NIH “emerged as the center 

of a vast research system unmatched in size and scope throughout the world”263 in the 

biomedical sphere. With the federal funds, the NIH built a bio-medical research network 

throughout America. In 1967, the NIH was funding every major university and medical 

school. The NIH supported at that time 67.000 senior research investigators, academic 
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programs and projects in more than two thousands universities and medical schools.264 As a 

federal agency, the NIH was also submitted to economic and political pressures. Wright 

argues that research priorities of the NIH were developed through two kinds of external 

pressure. The first was the need to demonstrate for the political community that the funding 

did create utility in the biomedical area, the other was the striving for scientific supremacy 

and maintaining global leadership in the biomedical area.265 As the NIH was the 

organizational center for a national research system, the external pressure on the organization 

created resonance down to the universities and the scientists that were funded by the NIH. 

 

One reason for an increasing pressure on the NIH was the Vietnam War, which in 1967 had 

started to become so costly that the federal funds for science and research dropped. With less 

federal funds, the utility criteria in basic and applied research became even more important. In 

order to maintain federal support, the NIH needed to find research areas that contained a clear 

potential for practical applications. The focus went to new advances in genetic engineering, a 

field developed from molecular biology, which seemed to contain the promise of practical 

implications.  

 

The undertaking for molecular biology in USA came soon to be the model for countries in 

Europe. European countries such as Germany, France, and Britain develop different strategies 

to promote molecular biology as a scientific enterprise and shape policymaking. Herbert 

Gottweis has pointed out that there existed a process of translating molecular biology into a 

politics of modernization.266 In Europe, molecular biology was argued to be a strong 

contributor to modernization. Gottweis argues that this process was somewhat different 

throughout the European countries, for example: 

 

…relationships were established between the discipline of molecular biology and strategies 

of “industrial developmentalism” (in France), the reversal of industrial decline (in Britain), 

and international competition (in Germany). The narratives used in this “translation 

process” were crucial for the institutional stabilization of the discourse of molecular biology 

in the form of research grants and for the founding of new departments, institutes, and 

scientific organizations.267  
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It is interesting to observe the connection between science and economic growth, which since 

then has been a central argument for promoting genetic engineering and GMOs. As we shall 

see later, this link will be problematic when it comes to GMOs. By linking molecular biology 

to modernization in terms of its potential use in industry and as a cutting-edge science, it 

created incitement that molecular biology was a science that required substantial government 

support. With the governmental support the relationship between certain actors such as the 

state, research institutions, and funding corporations became more complex. Consequently, it 

also caused an increasing complexity in the rise of the new policy field of molecular biology 

as new actors emerged in the socio-political sphere. 

 

The 1960s policies revolved around different strategies for how government-sponsored 

science should be performed, and potential biohazards received little public attention for the 

time being. However, in the beginning of the 1970s, molecular biologists started to explore 

different possibilities for inserting genes into new hosts. Particular different kinds of virus 

became of great interest to molecular biologists as they had the potential to function as 

biological ‘transporters’ (vectors) for genes. For example, a tumour virus has the capacity to 

cause tumours naturally in its hosts, or could be triggered under special laboratory conditions 

to infect hosts that it did not infect otherwise. Using viruses as vectors became a successful 

strategy in genetic engineering, which rapidly increased the numbers of laboratories handling 

those viruses. With an increasing numbers of laboratories using viruses, there was a growing 

concern for potential health hazards.268 

 

The technique that made it possible to make the move from bio-discovery to bio-construction 

was thus ‘recombinant DNA’, which was developed by Stanley Cohen and Herbert Boyer in 

1973.269 Cohen and Boyer succeeded in creating a system for transporting foreign genes into 

bacteria. By using the technique of recombinant DNA, one could insert a DNA sequence into 

foreign organisms, in principle even in humans, which then could adopt the new DNA and 

start producing new proteins.270 The technique used in rDNA research did however raise 

public concerns regarding its consequences for people that worked in the laboratories but also 

for the general public as well as for the environment. 
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Other important events that influenced how the technique of recombinant DNA was 

comprehended were the decline in trust for institutional science and the government. It could 

be argued that social movements in biotechnology began in the early 1970s.271 During this 

period of scientific and technological developments in molecular biology, social and political 

movements had started to criticize the idea of scientific autonomy. It led to increasing 

demands about dialogue in technology development and transparency in policy decisions. In 

order to win back trust for institutional science and governmental interventions, different 

participatory advisory models have been tried, such as consensus conferences and debates, 

study circles and citizens’ juries. All these different approaches were employed in order to 

increase public involvement in science and technology policy decision-making.272 Krimsky 

described the critique to as developing from the following events: 

 

In the early 1970s a climate had developed in favor of caution and restraint in science and 

technology. The environmental movement was at it peak. There is no escaping the impact 

the Viet Nam War had on the campuses. University science was a target of the antiwar 

movement. Many scientists had become sensitized to the exploitation of science for military 

purposes. The field of bioethics was getting under way. Between 1969 and 1972 there was a 

flurry of papers on genetic engineering emphasizing the public’s right to know and to 

decide the direction and use of science.273 

 

The criticism of institutional science and a growing mistrust in state involvement also appear 

together with social movements demanding responsibility as well as accountability from 

politicians.274 A participatory advisory model has been argued to increase certain scientific 

knowledge and understanding of technological issues and thus empower citizens to contribute 

in policy debates.275 Furthermore, it has been assumed that an increase in scientific knowledge 
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would generate among lay people a greater acceptance of certain scientific enterprises.276 

Nevertheless, the merits of participatory processes have been difficult to evaluate.277  

 

Social and political movements were challenging scientific autonomy and making major 

regulatory legislation to protect the environment and the public in the beginning of the 1970s. 

It is interesting to note that even if NGOs criticized scientific autonomy, science was also 

their strongest ally in order to protect the environment.278 Wright argues that: “Leaders of the 

scientific communities in each country were sensitive to the possibility that new advances 

could touch moves to regulate research.”279 In the case of regulating GMOs, science became a 

battleground where controversies over uncertainties about risks were disputed. With an 

increasing pressure on the scientific establishment and the research community, they started 

mobilize in order to engage in the regulatory legislation. In the following I will portray how 

the mobilization of the scientific community took shape in the 1970s and how scientific 

interests were protected by a discursive reduction of the policy that framed the discourse of 

risks related to rDNA, and how problems related to this practice were articulated and 

interpreted in the regulatory process following from this mobilization. 

 

4.3. The Recombinant DNA Controversy 

Molecular biology changed during the 1960s from having been discursively framed as a 

“cutting-edge science with momentous implications for the understanding of life processes 

and potential benefits for the economy”280 towards a re-interpretation of the technology, “now 

focused increasingly on its “revolutionary” characteristics and “transformative” potential.”281 

One of the reasons behind the understanding of molecular biology as being “revolutionary” 

could be that during the 1960s, the scientific community in molecular biology began to 

communicate their research to the public in a more extensively deliberative way than 

before.282 Under the pressure from decreasing funding, the need for justifying the demands for 

more research money caused the scientists to communicate the relevance of their work to a 
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broader public. However, it did not always have the desired results. Headlines from English 

newspapers following a scientific press conference about the first isolation of a bacterial gene 

cried out that “Genetic Bomb Fears Grow” and “Scientists find the secret of human heredity 

and it scares them.”283  

 

The transformation from molecular biology to genetic engineering was made with the first 

successful experiment in genetic engineering in 1971. Paul Berg and his collaborators at 

Stanford University had since the late 1960s been interested on exploring if it was possible 

that animal tumour viruses could be used in mammalian cells as probes. By 1970, he had 

enrolled David Jackson, John Morrow, and Janet Mertz to work on animal tumour viruses.284 

 

Their main task was to establish if it was possible to use a monkey tumour virus known as 

SV40 for transferring genes between animal cells. If one could insert genes into the 

chromosome of SV40, it might be possible to transfer those new DNA segments into the 

host.285 Berg’s group created a hybrid of SV40 by attaching a DNA segment from a 

bacterium. They then tried to transfer the SV40 hybrid into an animal cell in order to see if the 

DNA segment could be functionally expressed in the cells of a higher organism.286 While 

Berg and his colleagues were working on creating the hybrid, he suggested to Janet Mertz, 

that she could investigate if it was possible to invert the operation with the hybrid SV40 virus. 

Instead of trying to put the SV40 into an animal cell, she started to investigate whether it was 

possible to get the SV40 to be expressed and reproduced in bacteria.287 

 

Meanwhile, Carel Mulder had found something called restriction enzymes288. By cutting the 

DNA in pieces using restriction enzymes and enzymatically modifying the ends it was 

possible to join them together and form circular hybrid molecules containing both the SV40 

and virus DNA.289 As the work proceeded with SV40, the awareness about the ethical and 

social implication of this work increased. There were concerns that such a hybrid could 

become endemic and maybe cause cancer as a result. 
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Because of the uncertain knowledge about potential hazards regarding the insertion of SV40, 

Berg and his collaborators received criticism from parts of the scientific community.290 As a 

response to this criticism, Berg and his colleagues eventually decided to postpone further 

research in this specific area. As the concern intensified within the scientific community, Berg 

together with other scientists organised a conference in order to address the questions of 

potential hazards in using the SV40 technique. This conference is known simply by the name 

of the venue of the conference; the Asilomar Conference Center in California. The conference 

was held in January 1973 with only scientists from the United States attending the conference 

and there was no media coverage. At the meeting the use and potential hazards of animal 

viruses and particular tumour viruses were discussed. The idea with the conference was that 

the participants should also come up with recommendations about how experimental work 

should be done on viruses.291 No consensus on any recommendations could be agreed on at 

the conference but many participants argued for caution in using SV40. Because of the 

uncertainties about the risks with using the SV40 technique, a proposal for an epistemological 

study was made and another meeting was planned to discuss the details of such a study.292 

This meeting never took place nor did the epistemological study. Instead, new concerns about 

human interference in DNA appeared on to the agenda during another conference known as 

the Gordon Conference. 

 

4.3.1. The Gordon Conference 

The new concerns that later come to be discussed of the Gordon Conference were raised by a 

successful experiment that took place later in 1973. Herbert Boyer, Stanley Cohen, Robert 

Helling, and Annie Chang succeeded in making genetic modified bacteria replicable. They cut 

a section of DNA from a toad, which codes for a specific RNA, and inserted it into a 

plasmid293 of an E. coli bacterium using the technique developed earlier by Berg and his 

colleagues. The reason that the scientific community regarded it as a remarkable achievement 

was that the bacterium started to replicate. Now the scientists had the possibilities to insert 

DNA sequences into foreign organisms, in principle even in humans, which could adopt the 

new DNA and start producing new proteins through replication.294 By being able to transgress 
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biological barriers (previously non-transgressable) this specific scientific achievement could 

have far-reaching consequences. 

 

Meantime the debates from the Asilomar conference continued. In mid-June 1973, the 

Gordon Conference on Nucleic Acids took place.295 The Gordon Conference is often 

considered as the birth of the recombinant DNA controversy. One pertinent reason for this 

prominence is that the Gordon Conference in 1973 has by the US Department of Health, 

Education, and Welfare (HEW) been declared as the first case of establishing policies in the 

area of recombinant DNA.296 The issues discussed at the Asilomar conference had also 

worried European scientists, who were yet again participating in the Gordon Conference.297 

At the conference, Herbert Boyer announced the method he and his colleagues had developed 

for recombining DNA. The announcement led to an unscheduled debate about biohazards 

regarding combinations of unrelated species.298 

 

Besides the debate on the scientific discourse about biohazards, there were also discussions 

about how the conference should communicate their worries to a broader public about those 

issues. The debate about communicating the issue of biohazards to the public was probably of 

a sensitive nature. As no consensus could be reached, it was decided to have two different 

votes during the conference.299 To the best of my knowledge, this decision was an 

unprecedented event at the Gordon Research Conferences. 

 

The first vote was about whether the meeting should send a letter expressing their concern to 

the National Academy of Sciences (NAS). As the votes took place at the end of the conference 

some of the participants had already departed.300 A majority of the participants still at the 

conference was in favour of sending the letter (78 out of 90). The second vote concerned a 

more sensitive issue and it passed with a very narrow majority. The subject for the vote was if 
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the letter should also be published for a broader public. Forty-eight against forty-two 

participants voted in favour of publishing the letter.301 A reason that some of the conference 

participants hesitated to publish the letter could have been the special arrangement of a 

Gordon Conference. Before being able to participate at a Gordon conference, each participant 

must agree in order to attend that any information presented, whether it is in a formal talk or 

in a discussion, is private and not for public use. This agreement could have been the reason 

that people hesitated to go public with the letter. The decision to publish the letter broke with 

the tradition from the conferences that took place within the framework of the Gordon 

Research Conferences. The demand for not forwarding any information is very explicit, from 

the Gordon Research Conferences websites one can read: 

 

To encourage open communication, each member of a Conference agrees that any 

information presented at a Gordon Research Conference, whether in a formal talk, poster 

session, or discussion, is a private communication from the individual making the 

contribution and is presented with the restriction that such information is not for public use. 

The recording of lectures by any means, the photography of slide or poster material, and 

printed reference to Gordon Research Conferences papers and discussion is prohibited.302 

 

But the disagreement about going public or not should probably not be interpreted as a moral 

dilemma for the scientists regarding their responsibility about breaking a promise concerning 

attending the conference. It is probably more plausible to understand their hesitation as an 

expression of a concern among scientists about restricting further development in molecular 

biology and genetic engineering. According to Krimsky: 

 

In her [Maxine Singer] July 1975 interview with MIT’s Oral History Program, she 

expressed the opinion that younger scientists were more likely to raise broader socially 

oriented questions, with the exception of those individuals who were primarily involved in 

the research under discussion. The older scientists, although somewhat mixed in their 

reactions, according to Singer, were concerned about the possibility of restricting scientific 

research.303 
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The tension between issues of social or ethical concerns and the possibility of having a 

restriction on scientific research became the main theme after the conference. In the year that 

followed after the Gordon conference, the scientists became increasingly involved in policy-

making regarding molecular biology. I will later discuss how the scientific community 

mobilized in order to formulate and develop policies in order to defend what they thought was 

an attack on the scientific integrity and autonomy. However, I will first discuss how risks and 

uncertainties were discussed and framed between the decisions to go public at the Gordon 

Conference on 21 June 1973 and the publication in Science on 21 September 1973 – three 

months later. I believe that this discussion can provide an understanding of a significant event 

in the early history of policymaking and regulation in the area of genetic engineering. 

 

4.3.2. The Gordon Conference Letter 

As scientists were uncertain about the risks with recombinant DNA, they were worried that 

informing the public of possible dangers of an unknown kind would result in unnecessary 

legal and/or political restrictions on DNA research. Singer expressed the scientific 

uncertainties involved in these matters as: 

 

The discussion was, as I recall it, that we had not ourselves discussed the substance of our 

concerns, that none of us had any way of knowing whether the concerns that we had were 

real, that none of us had devoted enough thought to them to know whether, in fact, there 

wasn’t some reason why the whole concern was beside the point. 304 

 

Because of the uncertainties regarding the nature of biohazards and that so many had left the 

conference, Singer and Söll decided to send out a draft of the letter to every participant who 

attended the conference so they could comment on it. They received sixty-one responses.305 

Krimsky argues that two key statements in the draft drew criticism and comments from 

participants. They were: 306 

 

• [W]e presently have the technical ability to join together, covalently, DNA molecules 

from diverse sources… In this way new kinds of viruses with biological activity of 

unpredictable nature may eventually be created. 

 

                                                 
304 Interview with Maxine Singer reprinted in Krimsky, Genetic Alchemy, 75.  
305 Ibid., 76. 
306 Ibid., 77. 
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• Certain of these hybrid molecules are potentially hazardous to both laboratory workers 

and the public.  

 

According to Krimsky, the term “unpredictable” in the first statement caused debate. The 

opinion shifted profoundly among the scientists on how unpredictable the nature was of these 

viruses and what could happen when DNA molecules from different sources were brought 

together. In the second statement, the term “potentially hazardous” attracted attention. It 

might have been the concern for restricting scientific research that made the participants react 

to the statement. For example, Krimsky argued: “Paul Berg wanted to soften the term “are 

potentially hazardous” and replace it with the expression “possibility that such hybrid 

molecules could be hazardous””.307 What Berg and the other scientists are engaged in is a 

kind of boundary-drawing in order to erect walls to protect the autonomy and privileges of 

science. By emphasizing the uncertainty regarding any potential hazards involved in DNA 

research, it also implied that more science is necessary in order to investigate these 

uncertainties. By employing a kind of boundary-drawing that on the one hand determined that 

DNA research could have certain risks and on the other hand, that more science was needed to 

avoid those risks, the scientific community created incentives for controlling research agendas 

and methodological strategies. An unsuccessful boundary-drawing could lead to a loss of the 

autonomy of research agendas but also the risk of losing credibility and prestige and in the 

longer term a losts of funding if blamed for unwanted technological development.308 The 

struggle for the control of science through boundary-drawing continued in the letter sent to 

Science. 

 

After revision of the draft, it was sent to Science and published on 21 September 1973. In 

Watson’s and Tooze’s book, The DNA Story, both the publication in Science and the letter to 

Dr. Philip Handler, the President of the National Academy of Sciences are republished. The 

letter was structured in the following way: after giving a description of the scientific 

developments in molecular biology, it continues with examples of how the method could be 

used to combine animal viruses with bacterial DNA. It then declared that experiments with 

these methods using recombinant DNA could have certain benefits but that there also existed 

certain risks with these techniques. The letter then ends with the recommendation that a 

                                                 
307 Ibid. Emphasis in original. 
308 T. F. Gieryn, “Boundaries of Science,” in Handbook of Science and Technology Studies, eds. S. Jasanoff et. al 
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committee should be established to study the risks and give guidelines or recommend specific 

actions. 

 

Let me briefly discuss some of the main arguments in this letter in order to highlight its raison 

d'être. The first statement from the above-mentioned draft is maintained in the final version, 

but the second statement has been changed. From “Certain of these hybrid molecules are 

potentially hazardous to both laboratory workers and the public,”309 it now reads “Certain 

such hybrids molecules may prove hazardous to laboratory workers and to the public.”310 

With scientists concerned about unnecessary restrictions in genetic engineering research, there 

were incentives for reducing the term “are potentially hazardous” to “may prove hazardous.” 

This is an example of how ‘discursive acts of interpretation’ translate the technology among 

the actors involved and stabilize and frame meaning by reducing interpretations, which I 

mentioned in the beginning of this chapter. 

 

The letter then continues with “Although no hazard has yet been established, prudence 

suggests that the potential hazard be seriously considered.” It should also be mentioned that 

the letter also takes up the potential benefits with these experiments. The benefits that are 

mentioned are “advancing knowledge of fundamental biology processes” and “alleviation of 

human health problems.” What is significant for interpretations regarding the risks with DNA 

research is the interpretative flexibility inherent in issues of risks, which makes it possible to 

formulate selective statements such as above. Due to the interpretative flexibility, it is 

possible to draw up discursive barriers, which determine what to include and exclude in risks 

by the use of a cognitive authority. In this case, the discursive spaces are made up by the 

articulation regarding the uncertainty of the risks in DNA research but also through the 

possibility of positive outcomes of pursuing DNA research and through successful boundary-

drawing, it is possible for science to take control over the research agenda. 

 

The letter thus draws up the boundaries for recombinant DNA research by declaring it an 

important research area for avoiding future hazards and using the potential benefits in DNA 

research. As I mentioned above, the space that now has been created as a research area has to 

be filled with a cognitive authority. In the letter, it is done through the extensive use of a 
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technological terminology. Formulations that were used were for example: “…generate 

overlapping sequence homologies at the termini of different DNA molecules”, “…Watson-

Crick hydrogen bonding”, and “…existing methods permits subsequent covalent 

linkage…”311 The letter was thus formulated in such a way that it was only comprehensible to 

those scientists who were familiar with the research developments in molecular biology. One 

could here argue that when the scientists discussed publishing the letter at Asilomar, it was 

never meant for the public. Instead it strengthens the boundaries that constitute this specific 

research area by creating a demarcation between those who were inside the specific research 

area and those who were on the outside by using a complex technological language where a 

few, familiar with the subject of DNA research, could nod in agreement. 

 

In the last part of the letter there is a recommendation for establishing a committee that should 

study the potential hazards with recombinant DNA and provide guidelines and appropriate 

actions. If there were an interest among the scientific community to protect the autonomy and 

privileges of science, as I have argued above, then a committee for exploring further research 

areas would be an ideal approach. A research committee would also be an excellent tool for 

drawing and defining new boundaries in recombinant DNA research. 

 

The National Academy of Sciences gave the task of chairing the committee to Paul Berg, who 

eventually formed a committee made up of leading American molecular biologists. The 

committee has been known as the “Committee on Recombinant DNA Molecules, Assembly 

of Life Science.”312 While the Committee started to work on recommendations, the 

experiments with recombinant DNA continued. Meanwhile, the reports by the daily press on 

these experiments did not focus on biohazards or public health but instead reported the 

“spectacular triumphs” of modern science.313 The shift from negative feedback in the daily 

press in 1969, as I mentioned earlier, to positive feedback in the mid-70s could be seen as a 

success of the outcome of boundary-drawing attempts intended to keep scientific autonomy in 

DNA research. 

 

These positive reports from the press continued until the Committee on Recombinant DNA 

Molecules presented their recommendations in July 1974, which were published 
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simultaneously in Science and in Europe through the British magazine Nature. The 

Committee had identified three classes of experiments that needed special attention. 

 

Type I experiments (in which two types of genes, those coding for antibiotic resistance 

factors and those coding for toxins, were linked to bacterial plasmids), type II experiments 

(in which DNA segments from a cancer-causing virus or other animal viruses were linked 

together), and type III experiments (in which fragments of animal DNA were joined to 

bacterial plasmids in a random way and then the plasmid as implanted into the 

bacterium).
314    

 

The Committee on Recombinant DNA Molecules requested that experiments of type I and II 

should be postponed until the hazards could be better evaluated. The call for a voluntary 

moratorium on these experiments alerted the media in the United States. The Moratorium 

Letter, as it was referred to, did not only make an impact in the United States. The letter was 

commented on in Britain, France and Germany since it recommended such a bold regulatory 

action. Hence, it played a crucial role in the establishment of the European regulation of 

genetic engineering.315 

 

Gottwies argues that the Committee on Recombinant DNA Molecules deliberations were 

“characterized by considerable uncertainty concerning the potential hazards stemming from 

recombinant DNA work.”316 The Committee makes four recommendations in the letter317: 

 

1. The committee argues that scientists should join the committee in voluntarily deferring 

experiments of type I and II. 

 

2. The committee is concerned about type III experiments and urges the scientific community to 

consider carefully these kinds of experiments, it was however not further specified how such 

considerations should be implemented. 

 

3. The committee suggested that further research and evaluation of potential biological and 

ecological hazards was needed. 

 

                                                 
314 Gottweis, Governing Molecules, 84. 
315 For the reactions in Britain, France, and Germany consult Gottweis, Governing Molecules, 85-86. 
316 Ibid., 85. 
317 P. Berg et al. “Potential Biohazards of Recombinant DNA Molecules,” in The DNA Story, Watson and Tooze, 
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4. The committee suggested that the National Institutes of Health (NIH) should be in charge of 

developing procedures and devising guidelines. 

 

 

It is noteworthy that the Committee opened up for governmental intervention, which the 

scientific community otherwise tried to avoid. However, it is probably not a coincidence that 

under the same recommendation there is a request both for further research and a request for 

governmental supervision with the task of developing guidelines and procedures. By linking 

these two projects together, it discursively connects the aims of science and politics together 

and implicitly argues that by devoting more resources to further research, the political aim of 

protecting the public could be fulfilled. Thomas Gieryn has argued that: “For scientists, the 

mapping task is to get science close to politics, but not too close.”318 The reason for this is, 

according to Gieryn, that it is of importance for the legitimacy of science to be useful for 

political decision-making. If the distance between science and politics grows and the 

perceived political utility of science is not apparent, it could mean that the scientists might 

lose legitimacy and their claims on governmental funding might be harder to acquire. 

 

Hence, the most significant consequence of the Committee’s suggestions is that they form a 

platform for connecting experts within molecular biology with an emerging administrative-

regulatory apparatus. The Committee also suggested an international meeting with scientists 

from all over the world for discussing potential biohazards. At the end of the letter the 

Committee also express their concerns that biohazards, which the recommendation are based 

upon, are related to potentialities rather than demonstrated risks as there is insufficient 

understanding of these experiments are lacking. 

 

What the Committee on Recombinant DNA Molecules did not explicitly discuss was political 

and ethical aspects of experiments with recombinant DNA. These issues are made invisible as 

the translation of the risks with genetic engineering is framed into a scientific discourse. 

Gottwies argues that the scientists were “Mostly concerned about a debate that might interrupt 

further research in this field, they felt a need for some sort of action to pre-empt that 

possibility. At the same time, they defined the need for action as a need for safety 

regulations”.319 The meaning of biohazards was constructed through establishing certain 
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boundaries in order to define it as a scientific issue in order to be able to decide over research 

agendas and methodological strategies. In one sense, the meaning of biohazards was narrowed 

down as it was framed within the scientific domain without the possibility of participation by 

other interest groups. By limiting the conception of the problem, they also defined which 

measures that were appropriate. By taking this strategy, the scientists captured the regulatory 

discursive space by defining the meaning of biohazards. The scientific community became 

thus the interpreter of risks with recombinant DNA research. 

 

I have now discussed the first three events in table 5, i.e. the first Asilomar Conference, the 

Gordon Conference, and the Gordon Letter. Risk focus has during this time changed from 

first being concerned with the use of viruses in laboratories, to becoming more concerned 

about experiments with recombinant DNA. I have argued that the hazards with viruses and 

recombinant DNA have been characterized by a great deal of uncertainties which made it 

possible for the scientific community to connect a certain meaning in the translation from 

hazards to risks through discursive acts of interpretation, which both occurred at the 

conferences and in the Gordon Letter. So far, the debate about recombinant DNA experiments 

had been a subject most for the scientific community. In the next sub-chapter, I will discuss 

the second Asilomar Conference, which took place in another socio-political context than the 

earlier events. The most importance difference was probably that the media was invited to 

participate and thus one could argue that that the conference was more transparent towards the 

public sphere. One consequence of the media coverage was that it increased the pressure on 

the scientific community to correspond to the public expectations of responsibility for their 

own actions. 

 

4.4. The Second Asilomar Conference 

A new conference was then planned in order to discuss if the moratorium could be lifted and 

if so, what kind of principles should guide research of recombinant DNA to minimise risks to 

workers in laboratories, to the public, and to the environment.320 The conference was again 

held at the Asilomar Conference Center on California’s Monterey peninsula in the USA. 

Present were scientists, lawyers, members of the press and governmental officials.321 The fact 
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that during the second Asilomar Conference law, politics, and the media were represented 

make it a conference that took place in another socio-political context then the first Asilomar 

Conference or the Gordon Conference. The technology had moved from periphery to centre 

through society’s effort to regulate the technology and thus been increasingly connected with 

a normative content. 

 

The conference took place between February 24 and 27 in 1975 but the most important 

proceedings took place during the morning of the last day. During the final night, members of 

the organizing committee had drafted guidelines for special laboratory safety procedures. 

Those procedures match a scale of hypothetical hazards, imagined to be associated with 

certain classes of recombinant DNA experiments.322  

 

The majority of the Asilomar conference participants did agree that some kind of special 

guidelines were necessary and considered that there were valid reasons for concern because 

the technology could contain significant hazards.323 There existed also a small but strong 

minority against any guidelines. Most prominent of these people were Stanley Cohen, Joshua 

Lederberg, and James Watson, who had expressed their opposition to the whole proceeding. 

Watson, for example, had “proposed that the moratorium be lifted and no special precautions 

or guidelines be self-imposed.”324 Hence, there existed a tension between those who argued 

for precaution and guidelines for experiments and those, like Watson, who were against any 

self-imposed guidelines. The scientists that were present at the conference had a hard time to 

reach any agreement on guidelines during the conference. Berg declared, “We can’t say that 

150 scientists spent four days at Asilomar and all of them agreed that there was a hazard – and 

they still couldn’t come up with a single suggestion. That’s telling the government to do it for 

us.”325 One interpretation from Berg’s frustrated statement is that the boundaries that should 

distinguish in what way DNA research could be hazardous have become so blurred in the 

scientific community that no consensus could be achieved. I have earlier argued that the 

recombinant DNA techniques indicated a paradigm shift from ‘representation of nature’ to 

‘interventions in nature’ and this shift also implies that the scientists have moved into terra 

incognita regarding possible risks at the time. A possible consequence of the hesitation about 

the risks could be that the legitimacy of scientists’ authority would be brought into public 
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doubt and would give the government incitement to interfere and thus scientific autonomy 

would decrease regarding the possibility to set the research agenda. Even if Watson and other 

leading scientists were against any guidelines in molecular biology they did not want to give 

the government any reason to interfere as it could interrupt further research in the field. 

Creating self-imposed guidelines became a sort of action to prevent such a possibility. 

 

The result from the conference was an agreement on how to proceed on two different groups 

of experiments, low risk, and high risk. The type I and II experiments that existed during the 

voluntary moratorium was included in the low risk group. The moratorium was then lifted 

from these low-risk experiments. When it came to high-risk procedures, the scientists decided 

to use biological containment procedures.326 I will discuss this approach to risk taken at the 

Asilomar conference because of the importance it will play in governmental policymaking. 

The results of the second Asilomar Conference regarding the risk approach came to have a 

strong influence on emerging regulations both in the United States and in Europe. 

 

4.4.1. The Risk Strategy at Asilomar: Creating Incentives for Further 
Research 

The second Asilomar conference created a discourse that framed how risk should be 

interpreted and thus included certain elements and excluded others. The two main elements 

that the Asilomar risk discourses evolved around were ‘technology’ and ‘reason’. This could 

possibly be a consequence of the facts that the recombinant DNA research had increasingly 

been connected with a normative content and a reaction from the scientific community would 

be to connect risks issues where ‘technology’ and ‘reason’ must be deployed. At the Gordon 

Conference the risk discourse did not have the same distinctive character. That could be 

because there was more ambiguity in 1973 about the risks than in 1975. From 1973 to 1975 

there could have been stabilization regarding the risk discourse in recombinant DNA research. 

In other words, it could be interpreted that the boundary-drawing practice regarding risks had 

become less blurred. It would also be plausible to interpret that the boundaries that determine 

risks are still as blurred as in 1973, but the normative pressure demanded action from the 

scientific community in order to keep their authority. I will here analyse the risk strategy that 

was embraced at the second Asilomar conference and some reactions, as it could aid an 

understanding of what had occurred from 1973 to 1975. 
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When it comes to risk strategies, Gottweis argues that the approach to risk taken at the 

conference consisted of a circular argument. Gottwies’ main point with this argument is that 

the result from the conference was that the risks with genetic engineering and specifically the 

risks with recombinant DNA could be controlled by deploying more risky technologies in the 

form of different biological barriers. I will here outline his argument, as it is a vital part in the 

initial discursive construction of how to cope with risk in the early phase of policymaking in 

the field of genetic engineering. 

 

In a report from the conference, the organisers present a solution to the voluntary moratorium 

on experiments with recombinant DNA: 

 

…the participants at the Conference agreed that most of the work on construction of 

recombinant DNA molecules should proceed provided that appropriate safeguards, 

principally biological and physical barriers adequate to contain the newly created 

organisms, are employed.327  

 

The “physical barriers” that the quote refers to are about creating an environment that can 

contain dangerous organisms, for example by the use of hoods for laboratory staff and using 

negative pressure laboratories. However, according to the report, it was the “biological 

barrier” that was the most significant contribution to limiting the spread of recombinant DNA. 

The “biological barrier” in the above quotation refers to the construction of “bacterial hosts 

unable to survive in natural environments” and “vectors …//… able to grow only in specified 

hosts”328. Gottwies argues that the idea of biological and physical barriers exemplifies the 

circularity of the risk philosophy of Asilomar: 

 

In the case of both biological and physical containment, the elimination of hazards, the non-

occurrence of hazards, or the control of risk is attempted through technology, however, in 

the first case the very same technology that is used for genetic engineering is used to 

control the risks of genetic engineering. Not only are the very tools of gene technology 

(such as vectors and plasmids) of the nature and dimension of the processes with which 
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they interfere; they are, at the same time, encoded as technologies that can control the very 

process of bio-construction.329 

 

The same technologies that caused the risks in the first place are thus used for containing 

them. Through this strategy, the risks became discursively framed inside a technological 

framework with the result that both the creation of risks, their assessment, and control 

requires more technological interventions. The logic that crystallized regarding the approach 

to risk was that the existence of risks in the experiments with recombinant DNA could be 

controlled by further use of genetic engineering, meaning that control over those hazards 

could only be achieved through more research in molecular biology. 

 

In order to deal with the above-mentioned risks, the use of technology was not the only 

remedy. “Reasonable principles” have to be employed, meaning that the choice of 

containment method must be done using reason. Besides, the choice of containment, the 

“effectiveness of the containment should match, as closely as possibly, the estimated risk.” 

Even this argument indicates that further research in the field of recombinant DNA was 

needed, as the nature of those risks was inadequately understood. However, the term 

“reasonable” also indicated something else. It functioned in a norm-building way as it 

contributed to the consensus about risks at the conference. Gottweis argues that “…by 

introducing the term “reasonable” to the discussion, a concept of risk to be avoided or 

excluded was sketched – namely, the “other” risk paradigm, which was in conflict in one way 

or another with the one outlined at Asilomar”.330 The “other” risk paradigm was represented 

by a small number of biologists who wished to restrict experiments with recombinant DNA in 

a much harder way and even wanted to prohibit recombinant DNA research.331 

 

The strategy for those biologists that could not agree with the dominant risk paradigm was to 

align them with organisations that had not been represented at Asilomar. Examples of these 

organisations were Friends of the Earth (FOE) and Science for the People. The organisation 

Science for the People consisted of scientists primarily from Cambridge and Boston and 

strived for a continuation of the moratorium.332 They responded to the Asilomar conference 
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by sending an open letter to the participants at the conference.333 The main argument in the 

letter is that the Second Asilomar conference was a failure. They argued that the hazards 

involved in rDNA research had been underestimated. In the report from the Asilomar 

conference, it is stated, “…it was recognised that future research and experience may show 

that many of the potential biohazards are less serious and/or less probable than we now 

suspect.”334 But in the letter from Science for the People they state that “Regardless of how 

slight the current hazards of introducing man-made hybrid microorganisms into the 

environment appear at the moment, the hazards of such activities are unknown and possibly 

great.”335 Besides different opinions regarding the level of risks, the Science for the People 

letter made an accusation that the outcome of Asilomar was not a result from concern for the 

environment or the public but instead “represent specialized interests including those of the 

scientific community itself.”336 Science for the People expressed that: “We do not believe that 

the molecular biology community, which is actively engaged in the development of these 

techniques, is capable of wisely regulating this development alone.”337 In the open letter, 

Science for the People declared that the decision on further research on rDNA could not be 

left only to the scientists but needed an expanded participation from the public. According to 

the Science for the People letter: 

 

Since the risks and danger of these technologies are borne by the society at large, and not 

just scientists, the general public must be directly involved in the decision making process. 

Yet we see even in the structure of this conference that a scientific elite is here alone trying 

to determine the direction that such regulation should take. The presence of scientists from 

specialized government agencies is an important input in this discussion, but not a sufficient 

one.338    

 

What Science for the People argued for is intimately related to the same arguments that 

Habermas has proposed. Habermas has argued that laws primarily concerned with substantial 

normative issues cannot be legitimized only through reference to certain procedures.339 
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Instead, it must find some substantive justification must be found, which has its reference in 

the shared norms that one finds in the lifeworld in order to link up with moral norms and 

conduct in the society (see chapter 3). From the first Asilomar Conference in 1973 to the 

second Asilomar Conference in 1975, research on rDNA had become entangled in normative 

issues as the public focus increased. To use exclusively scientific solutions to contain hazards 

with rDNA research and letting scientists that are involved in the research processes directly 

be involved in the decision-making process could cause issues of legitimacy problems. 

 

Further, the two risk discourses that evolved around ‘technology’ and ‘reason’ are useful in 

order to understand the boundary-drawing practises to determine risks of the second Asilomar 

conference. First, by connecting the prevention of risks in rDNA research to the technology of 

molecular biology, it connected the scientific community to the society as providers of a 

solution to those risks and through that, the political utility of science became apparent. As 

Gottwies has pointed out, the technology used in genetic engineering, which could be 

hazardous, was the same technology that was used to control the risks. The strategy suggests 

that the risks in rDNA research were to some extent familiar to scientists as the nature of the 

risks must have been known in order to effectively construct biological barriers that would 

hinder hazardous genetically modified bacteria and viruses from spreading to the public and 

the environment. The “familiarity” approach could be seen as a signal from the molecular 

biologists that they were in control of the risks and connected positive connotations to 

technology in general as it provided a solution to the risks involved. In terms of boundary-

drawing one could argue that the scientists tried to strengthen the boundaries between the 

scientific community and the society by connecting the control of risk with the application of 

more technology. A consequence of this is what Science for the People had been criticizing, 

namely that it gave the molecular biologists the possibility to influence the direction that such 

regulation would take. Second, by referring to ‘reasonable principles’ it further narrows down 

how precautionary actions should be taken. It was an attempt to create a discourse that would 

exclude groups such as Science for the People as being unreasonable. The reasonable risk 

discourse was centred on the argument from the report from the second Asilomar conference 

that “the potential biohazards are less serious and/or less probable than we now suspect”340 
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The unreasonable discourse could be characterised by the Science for the People argument 

that “the hazards of such activities are unknown and possibly great”.341 

 

Even if there existed opposite views, it was the second Asilomar Conference interpretation of 

biohazards that prevailed when the state authorities started to develop regulations. The 

conference did not only influence the regulative work in the United States. According to 

Gottweis, “The Asilomar narrative constituted a crucial rhetorical resource in the construction 

of the evolving European regulations.”342 I will continue to analyse how the legacy of the 

Asilomar conference functioned as a rhetorical resource in the European regulative approach 

to GMO in the next chapter. 

 

4.5. Reflexive Elements in the Recombinant DNA 

Controversy 

From a cultural studies approach it has been pointed out that biotechnology and its 

applications such as GMOs are social and cultural projects “formed in power structures and 

coloured by dominating values in the societies and the cultures in which they occur.”343 When 

our understanding of science goes beyond the traditional view, in which science is understood 

as the objective, neutral and superior provider of knowledge, and instead is comprehended as 

a social and cultural project, we gain a more profound understanding of the social, political, 

and ethical consequences of producing knowledge by science and technology. Ingunn Moser 

has argued that science has “contributed to creating and legitimizing differences, building and 

maintaining hierarchies and power relations, and attaching unequal values to different people, 

natures and cultures.”344 

 

Contemporary conceptions of biotechnology are an outcome of a chain of interpretations and 

strategies deployed by various actors involved in the development of the technology. 

Different aspects of biotechnology, such as risks and benefits, are mediated by actors, who 

represent certain interests related to biotechnology, such as scientific, economic, and 

environmental. Science as a human practise need not only be understood as a matter of 

                                                 
341 Open Letter from Science for the People to the Asilomar Conference in The DNA Story, Watson and Tooze, 
49. Emphasise in original.  
342 Gottweis, Governing Molecules, 91. 
343 I. Moser, “Introduction: Mobilizing Critical Communities and Discourses on Modern Biotechnology” in 
Biopolitics. A Feminist and Ecological Reader on Biotechnology eds. V. Shiva and I. Moser (London: Zed 
Books, 1995), 6. 
344 Ibid 8.  
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discoveries and innovations. In this study, science is rather seen as the hub of a network of 

complicated processes of interpretation and mediation. Since technology in general and 

biotechnology in particular has been seen as a product of applied science, biotechnology is 

shaped through such interpretive processes in which the very meaning of biotechnology is 

produced, not primarily in a technical sense, but as part and parcel of a larger political, legal 

and social reality. In this specific way, the social shaping of biotechnology is one decisive 

example of how science is part of the production of society’s very self-understanding in a 

normative and regulative political community. 

 

The early episode of regulating genetic engineering during the 1970s could be understood as a 

response to a reflexive self-confrontation of the technology. The self-confrontation is 

characterised by society’s efforts to cope with its own negative side effects such as potential 

hazards in recombinant DNA research. The episode known as the ‘recombinant DNA 

controversy’ was a controversy about risks, which was identified as a certain problem in the 

research approach and was dealt with in a discursive framework characterised by ‘technical 

rationalism’. I argued in chapter 3 that the approach of ‘technical rationalism’ is characterised 

by handling risk issues within the scientific community. In this chapter, I have argued that in 

the case of rDNA research, the scientific community both asked the questions as well as 

answered them. It could be argued that the scientific community took responsibility for any 

risks that the technology could cause. However, as the research was funded by governmental 

organisations such as NIH, responsibility eventually would have been demanded of the 

scientific community. Instead, I have argued that the self-imposed guidelines that were 

incorporated could be understood as a sort of action for preventing governmental interference 

as it could interrupt further research in the field. 

 

In this chapter, I have attempted to show how boundary-drawing has been employed in order 

to erect walls to protect the authority, resources, and privileges of the scientific community. 

As Gieryn has argue: “Successful boundary work…is measured by the prevention of the 

control of science by outside powers – or, put the other way, protection of the autonomous 

control of science by scientist-insiders”.345 In the rDNA controversy one has to say that the 

scientists succeeded in maintaining the autonomous control of recombinant DNA research. 

 

                                                 
345 Gieryn, “Boundaries of Science,” 434. Emphasise in original. 
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In the next chapter I will examine how the rhetorical resource from the Asilomar conference 

came to influence European regulation and how the framing of biohazards came to be 

translated and interpreted in the European regulative process. 
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5.  The Making of the Deliberate Release Directive 
90/220 

5.1. Introduction 

When the governments in the EU member states started to develop their own regulatory 

framework it soon became clear that the regulatory styles differed profoundly within Europe. 

The divergence caused the EU to take action and try to harmonise the framework and in 1990 

the European Commission presented two new directives on biotechnology. It was the result of 

several years of long deliberations and negotiations. The first was the Directive on Contained 

Use, known as Directive 90/219346, which is a regulation concerning the contained use of 

genetically modified micro-organisms for both research purposes and for production. The 

contained use of micro-organisms for research was the same topics which was discussed at 

the Asilomar conference and had now been regulated even in Europe. The other regulation 

was the Directive on Deliberate Release and Placing on the Market of Products, known as 

Directive 90/220.347 

 

The main focus nevertheless in this chapter is the regulatory aspects of harmonisation, risks, 

uncertainties, and public concerns as they appear in the texts about the regulative progress 

beginning with the European Commission’s first proposal for a GMO directive via the 

Economic and Social Committee and the Parliament opinions to its final approval. I begin this 

chapter with a presentation on the legislative endeavour that preceded the directive. I then 

present the Commission proposal for the new directive. Subsequently, I present the Economic 

and Social Committee opinion on the proposal before developing the response from the 

Parliament. I conclude the chapter by discussing some observations about the final directive 

where I contrast some of the findings in the regulatory process before I end it with a brief 

discussion regarding how the regulatory process could be interpreted from my theoretical 

framework of reflexivity. 

                                                 
346 Council Directive 90/219/EEC of 23 April 1990 on the contained use of genetically modified micro-
organisms, OJ L 117, 8.5.1990. 
347 Council Directive No. 90/220/EEC of 23 April 1990 on the deliberate release into the environment of 
genetically modified organisms, OJ L 117, 8.5.1990. 
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5.2. The Road to a New Directive 

Even if the political and social climate were significantly different when biotechnology was 

debated at the Asilomar conferences twenty years earlier, there were however also some 

important resemblances. The resemblance can be found in the overall aim of establishing a 

regulatory and legislative framework in both recombinant DNA and for handling GMOs. In 

both Asilomar and when the EU started to create a legislative framework for biotechnology 

the overall aim was to achieve control over a new and contested technology by arranging a 

framework where the risks could be controlled but still allowing the technology to be 

implemented and promoted. The tension between too much and too little regulation came to 

signify the regulative work with GMOs in the EU, which could be argued to have led to a 

legitimacy crisis for the legislation during the years that followed after the implementation of 

the directives. 

 
Biotechnology came also to develop more complicated relationships to its political and social 

surroundings as soon as it was recognised that biotechnology might have an enormous 

economic impact.348 When the commercial interest became stronger it led to an increasing 

public debate about the hazards with biotechnology. Besides the commercial interests, 

biotechnology had also increasingly been connected to normative issues. As I argued in 

chapter 4, scientists did successfully reassure the public about their own ability to manage 

risks but now the technology became linked with questions related to the moral nature of the 

technology itself. It was argued that the scientists themselves could not manage the public 

concerns that started to emerge. Governments realised that biotechnology could no longer be 

self-regulated by scientists but must instead be regulated on a national basis.349 

 
As the applications of the new biotechnology grew into new areas and became economically 

important for a growing number of farmers and agroindustries, the regulatory challenges for 

policy-makers also increased dramatically. However, the regulatory challenges did not only 

consist of handling the technology per se. When the applications of genetic engineering 

shifted from laboratory research with recombinant DNA techniques to applied science with 

new products intended for the market, the social and political dimensions of the technology 

                                                 
348 N. Stehr, Biotechnology. Between Commerce and Civil Society (Somerset: Transaction Publishers, 2004). 
349 H. Torgersen, et. al. “Promise, problems and proxies: twenty-five years of debate and regulation in Europe,” 
in Biotechnology. The Making of a Global Controversy eds. M. W. Bauer and G. Gaskell (Cambridge: 
Cambridge University Press,. 2002), 29-35. 



 163 

had to be addressed by policymakers. The social and political dimensions differed widely in 

nature. The policymaking discourse had to handle issues such as a growing criticism 

concerning e.g. risk issues, ethics, food safety, environmental issues and trade regulations 

raised by concerned citizens across the US and Europe as well as by growing numbers of well 

organised consumer- and environmental organisations.350 Hence, a wide variety of actors such 

as different non-governmental organisations (NGOs), politicians, scientists and spokespersons 

for the industry intervened in debates about regulative measures. In Europe, the political 

reasons for creating a legislative framework for biotechnology differed among the member 

states. The result became a pluralism of different regulations among the European nations. 

Furthermore, the rationale for member states to develop different versions of GMO 

regulations was not caused only by different political reasons among the nations. Other 

motives contributed also. For example, different legal systems had been created in Europe, 

which influenced the legal and regulative responses towards the technology. In addition, the 

different member states’ political system reactions to the public unease regarding GMOs 

varied considerably.351 According to Jasanoff: 

 

…different institutional and discursive resources were mobilized to ward off criticism and 

reassure the public: in the United States “science” was said to have confirmed the safety of 

most releases; in Britain it was not so much science as expert judgment that formed the basis 

for assertions of safety; and in Germany, to begin with, bureaucratic procedures and public 

consultation were the instruments of choice for allaying the fears of a nervous citizenry.352 

 

The quote from Jasanoff provides an explanation as to how different national strategies and 

policy discourses have shaped the political and regulative approach in Europe. As Jasanoff 

demonstrated, the different regulative strategies all have their own vulnerability. For example, 

Britain’s focus on the role of experts became undermined in the beginning of the 1990s as 

regulatory and political turmoil resulted in the creation of new advisory institutions that were 

                                                 
350 E. Tsioumani, “Genetically modified Organisms in the EU: Public Attitudes and Regulatory Developments,” 
RECIEL 13 no. 3 (2004); W. Th. Douma and M. Matthee, “Towards new EC rules on the Release of Genetically 
Modified Organisms”, RECIEL 8 no. 2 (1999); S. Francescon, “The New Directive 2001/18/EC on the 
Deliberate Release of Genetically Modified Organisms into the Environment: Changes and Perspectives,” 
RECIEL 10 no. 3 (2001). 
351 For an overview of the member states’ different regulative approaches consult J. Durant, M. W. Bauer, and G. 
Gaskell, eds., Biotechnology in the Public Sphere. A European Sourcebook (London: Science museum, 1998), 
15-189. 
352 S. Jasanoff, Designs on Nature (New Jersey: University Presses Of California, Columbia And Princeton, 
2005), 117. 
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more diverse and transparent.353 In Germany on the other hand, the deliberative approach that 

had focused on issues of transparency, participation, and institutional reforms regarding the 

biotechnology policy agenda in the 1980s resulted in a return to a more technocratic approach. 

According to Jasanoff, the technocratic approach in Germany definitely prevailed in 1993 

when new amendments were made to the German genetic engineering law (Gentechnikgesetz, 

GenTG), which was passed in 1990.354 In 1993, the amendments to the GenTG were made in 

line with the arguments from science and industry on behalf of the environmental NGOs, 

which had demanded more openness and participation. The science community argued that 

the proposals from green NGOs would be an obstacle for German science and devastate its 

competitiveness.355 Jasanoff argues that the new European directive, 90/220/EEC, was used as 

a ground for legitimation for the German government when they decided to take a more 

scientific approach to GMOs.356 The directive emphasised a more streamlined approach to 

approval procedures on GMOs and the German government then had the stimulus to 

eliminate public hearings on GMO releases in order to simplify their own procedures 

regarding GMO releases. The German case is one example of the impact of the new European 

directive on GMOs but it had of course a huge impact on the regulative approach to GMOs in 

all of the EU member states. 

 

Thus, there existed no common legal framework regarding the member states’ regulation of 

GMOs when the legislative process of the new directive started. In some member states, such 

as Ireland, Greece, Italy, Spain, and Portugal, the release of GMOs was not governed by any 

specific regulation at all.357 In Denmark and the Federal Republic of Germany, GMO releases 

were banned if not given exception by the authorities. Other countries, such as Belgium, 

Luxembourg, the United Kingdom, France, and the Netherlands, had started to scrutinize their 

legal framework and had started to set up committees and regulatory planning bodies as well 

as introducing voluntary notification arrangements.358 

 

Besides different national strategies and legislative discourses there existed also regulative 

similarities among the member states. The literature on comparative studies of the European 
                                                 
353 Ibid., 111-114. 
354 Ibid., 116. 
355 Ibid. 
356 Ibid. 
357 European Parliament, Report from the Committee on the Environment, Public Health and Consumer 
Protection on the proposal from the commission to the council (COM/88/160 – C2-73/88) for a directive on the 

deliberate release to the environment of genetically modified organisms. Document A2-142/89, 1989, 27. 
358 European Parliament, (COM/88/160 – C2-73/88), 28. 



 165 

debate on the regulation of biotechnology displays a number of different temporal and spatial 

contexts throughout Europe.359 These comparative analyses show that the debates on 

biotechnology had gone through different phases that consisted of common themes. The 

themes represent general interpretations of the opportunities and challenges that the 

technology has been faced with. These themes could be separated in time through different 

periods, which are separated by distinct and overarching frames.360 The first frame, which 

coincides with the Asilomar period described in the previous chapter, is characterised by 

biotechnology being considered to be a scientific endeavour.361 Biotechnology was thus 

framed within a discourse defined by a scientific or technocratic rationality, which allowed 

for the majority of the scientific community to argue that the progress that the future holds if 

the full potential of biotechnology was pursued would per se diminish the risk. During the 

eighties, the framing of biotechnology as a scientific endeavour gave way for new approaches. 

In contemporary society, science has encountered a loss of legitimacy in its authority for 

setting the norms for knowledge production in society. Ulrich Beck has argued that: 

 

The recourse to scientific results for the socially binding definition of truth is becoming 

more and more necessary, but at the same time less and less sufficient. This disparity 

between necessary and sufficient conditions and the resulting gray area reflects science’s 

loss of functionality in its most central occupation, the representative determination of 

knowledge.
362

 

 

Beck’s argument is that the lost of legitimacy in science has required a reflexive shift that has 

been characterised by a variety of ways for achieving a mobilising of trust by the scientific 

community in order to maintain its knowledge-producing authority in society. I suggest that 

one could identify a similar process of mobilising trust in the policymaking process of GMOs, 

whose beginning could be traced of the preparatory process on assembling Directive 

90/220.363 
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It could be argued that the first attempts to mobilise trust in the policymaking process of 

biotechnology in Europe was made by the Commission Directorate-General (DG) XII 

(Science, Research, and Development), which made the first effort towards a European 

regulation of biotechnology in 1978. They proposed a directive that would require both 

notification and authorisation by the member states preceding all research and work involving 

recombinant DNA (rDNA).364 However, in 1980 it was replaced by a new directive, which 

required only notification of rDNA work. The result was as a recommendation only and was 

agreed to by some of the largest European scientific organisations.365  

 

But the real efforts of mobilising trust in the policymaking process of GMOs had started 

elsewhere. Attempts at creating regulative measures in order to protect citizens and the 

environment had already begun to take place in the member states. The member states had 

approached the legislative dilemma in different ways.366 One regulative approach was to 

review the existing regulations and address the use of biotechnology when applicable. Italy, 

for example, had for the time being no specific regulation concerning the deliberate release of 

GMOs to the environment but was working on a proposal for release based on the pesticide 

legislation. Greece and Spain had also no specific regulation addressing release but had set up 

committees with responsibility for these activities. Portugal and Luxembourg had chosen to 

let the Secretariat of State of Environment, respectively the Ministry of the Environment be 

responsible for the subject. To review existing legislation was also common regarding the 

                                                                                                                                                         
in conflict with biology when scientists have not been able to agree on outcomes of environmental pollution. It 
would be plausible to conclude that the consequences of those and similar scientific “quarrels” have caused 
public mistrust in science about its possibilities to produce valid knowledge. The other aspect that had 
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has opened up for other belief systems such as religious orthodoxies to challenge scientific authority. For 
example, Habermas has argued that the scientific project is one of the driving powers behind the new 
revitalization of religious traditions and the politicization of religious communities that challenge scientific self-
understanding and secularized lifestyles. J. Habermas, Between Naturalism and Religion, Polity Press, 2008. The 
last aspect is the increasing democratisation of scientific knowledge that had taken place in the post-war era 
through media coverage and more citizens attending universities, which has contributed to a more critical 
standpoint towards scientific knowledge claims.  
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Deviant Case of Environmental Policy-making?” 85. 
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genetically modified microorganisms; on the deliberate release to the environment of genetically modified 
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legislative approach on the contained use of genetically modified microorganisms.367 For 

example, France had the Law on ‘Classified Installations for Environmental Protection’ where 

industrial activities using genetically modified organisms must be addressed before beginning 

work. In the Netherlands, genetically modified organisms were regulated under the ‘Nuisance 

Act’, which stated that a licence is needed in order to carry out hazardous research and 

industrial production. 

 
When considering the international development of GMO regulation one could argue that 

there existed two different epistemological perspectives on the technology that influenced the 

proceedings with regulative measures and which have been fundamental to the controversies 

between the US and Europe on GMOs.368 The first perspective departs from whether genetic 

modification of crops and plants should be understood as a new technological innovation with 

unique risks, which need to be regulated in certain ways and undergo special risk assessment 

in order to protect the environment and human health. The other perspective to assess the 

technology is to consider it merely as an extension of agricultural methods that have been 

deployed for thousands of years and thus not inherently unique. These two perspectives on the 

technology have separated the regulation in the EU and the United States. The Unites States 

has deployed the regulation from the perspective that the use of genetic modification 

techniques in agriculture does not differ in any unique way from products that have been 

obtained by conventional methods. This is referred to as a product-oriented approach as the 

focus is on the product and not how it is produced. The EU, on the other hand, focused on the 

production process and has taken the approach that genetic modification poses unique risks 

and therefore needs to be regulated.369 

 

In the European Commission’s report on the legislative efforts in the member states it seems 

that the OECD has been an influential resource through the report Recombinant DNA safety 

considerations from 1986.370 The OECD report argued that the intentional release of 

genetically modified organisms might incur certain risks to the environment but even if some 

risks can be assessed to some extent the report implies that the uncertainties of the nature of 
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these risks are still great.371 The OECD thus recommends a prior case-by-case evaluation of 

all deliberate releases because of the insufficient experience with the technology. 

 

Germany, France, the United Kingdom, and Ireland all utilized the OECD recommendations 

in their own national regulations. Germany was at the time enforcing a general ban on 

deliberate releases of GMOs but considered allowing for certain exemptions to GMOs 

developed by the OECD-recommended case-by-case approach. The Ministry of Agriculture in 

France had established a commission (Commission de Génie Biomoléculair) in order to 

examine deliberate releases of GMOs through the case-by-case approach.372 In the United 

Kingdom, guidelines for the deliberate release of GMOs were already approved since 1986 

through the work of the Advisory Committee on Genetic Manipulation (ACGM). The ACGM 

had established a framework based on case-by-case where the notifications were considered 

by an expert national body and relevant governmental departments. Ireland had set up two 

different committees to handle biotechnology development – the Recombinant DNA 

Committee and the Institutional Biosafety Committee.373 These committees were to review 

and give approval to deliberate releases based on the OECD recommendations. Also Denmark 

had adopted a bill in 1986 on genetic engineering, which included agriculture and the 

environmental use of genetically modified organisms. The bill was restrictive and stated that 

releases of GMOs may not take place even for research purposes but that the Ministry of the 

Environment may approve releases in special cases.374 

 

5.3. The Commission’s Proposal  

When member states in the EU started to develop their own legislative framework on 

genetically modified organisms the need for a European response became acute. New 

proposals were therefore arranged in the EU for regulating the deliberate release of GMOs 

into the environment. In the Proposals for Council Directives the Commission included an 

explanatory memorandum where they give an account of the legislation in the member states 

of the European Communities.375 The Proposal is divided into two different parts; on the 

contained use of genetically modified microorganisms and on the deliberate release to the 
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environment of genetically modified organisms. I will here focus on the regulative approach 

towards the deliberate release of genetically modified organisms to the environment.  

 

In the beginning of the proposal, the Commission argued that: 

 

The Commission believes that the rapid elaboration of a Community framework of 

biotechnology regulation is of crucial importance to the development of this new 

technology in the Community. Citizens and the environment throughout the community 

need to be provided with adequate protection from any potential hazards arising from the 

application of genetic engineering. The internal market arguments for Community-wide 

regulation in this field are clear and, from an environmental viewpoint, organisms are no 

respecters of national frontiers and nothing short of community-wide regulation can offer 

the necessary human and environmental protection.376  

 

The quote pinpoints the two main purposes with a community-wide regulation; to safeguard 

citizens and the environment and to regulate the internal market. The three sentences that the 

above quote is made up of could be argued to contain the essence of the Commission’s 

initiative with the proposal for a new directive. The first sentence implicitly requests that the 

Community’s legal institutions put their differences aside in order to arrive at a functional 

regulative framework for biotechnology. The global competition in a research intensive area 

is probably one of the main reasons that the Commission argued for a “rapid elaboration” of 

the regulation. The second sentence clearly states that both citizens and the environment 

should be protected through the regulation. In the last sentence, the argument for community-

wide regulation is justified by a human and environmental protection perspective. But a 

community-wide regulation does not per se guarantee protection. Instead the quote could be 

seen as an example of a reflexive approach from the Commission in the sense that it 

anticipates criticism on the subject of human health and environmental protection. In a way 

this is a kind of an effort to mobilise trust for EU regulations in general and specifically for 

the GMO directive. Even if the environmental regulations in the EU have been based on the 

‘high standards’ of the member states that have had the highest environmental standards such 

as Denmark, Germany and the Netherlands, rather than the ‘low standards’ of Britain, Ireland, 

and southern Europe, it has been argued that this choice is not driven by environmental 

concerns but a desire to prevent a ‘distortion of competition’ in the single market.377 As 
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applications of genetic engineering, such as GMOs, call into question many of the conceptual 

divides that constitute modern society, including nature and culture, moral and immoral, safe 

and risky, one could interpret regulative efforts in the field of biotechnology as a kind of 

‘boundary-work’ in order to occupy a valued social or moral position. Jasanoff has argued 

that, “A major function of policymaking for the life sciences is to create and maintain 

boundaries that correspond to people’s pre-existing ethical and social sensibilities concerning 

the products of biotechnology.”378 The creation and maintaining of boundaries is also found in 

the regulative proposal from the Commission and is a kind of boundary maintenance that aims 

to build trust and legitimacy for the legislation. 

 

It was not only the member states that had been inspired by the OECD report. Also the 

Commission proceeded from the OECD report. The Commission argued that: 

 

This Directive will establish a case-by-case notification and endorsement procedure for the 

deliberate release of GMOs. Before carrying out a release, the person responsible for it shall 

submit a notification to the Competent Authority of his Member State, including a detailed 

risk assessment where the possible hazards associated with the release must be identified.379  

 

The Commission’s proposal for a mandatory case-by-case procedure regarding the deliberate 

release of GMOs for the industry and research institutions is in line with the recommendation 

of the OECD report. The Commission’s proposal is thus much more restrictive than many of 

the member states. But it does not go so far as some of the member states and suggest a ban 

on GMOs. It is necessary that the Directive function as a mediator between the member states 

in order to get a broad consensus behind it. This is necessary for anticipating the regulative 

disparity that had started to develop in the member states. The Commission addresses the 

preparatory legislative endeavour by arguing that: “…the Member States may create unequal 

conditions of competition and thus directly affect the functioning of the common 

market…”380 In order to attempt to build a common foundation that could be used to 

harmonise the common market, the Commission take as their point of departure a “high level 

of protection as a base” and that “action by the Community relating to the environment shall 

be based on the principle that preventive action shall be taken.”381 These two points for the 
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legislation were not something that was special to the development of the GMO directive but 

had been incorporated by the European Single Act (1987) and constituted guidelines for 

environmental policy. 

 

In the comments on the proposal for a directive the Commission does also address another 

actor that will play an important role in the future regulative work with GMOs. The actor is 

referred to as the ‘public’ and is mentioned in some vague passage. The first passage 

addressed the public concern; “public concern about genetic engineering is growing, and it is 

easy to imagine the public’s response in cases of harm to people or the environment caused by 

a GMO deliberately introduced in the environment.”382 The public concern for GMOs and the 

possible hazards with the technology together with the increasing numbers of organisms with 

new traits being introduced in the environment is probably why the Commission argued that it 

is “urgently necessary to provide protection to people and the environment from the possible 

risks related to these new techniques.”383 In relation to public concern, the Commission does 

in another passage declares, “given the public concern about genetic engineering, it is 

considered essential that the information necessary for evaluating the risk and adopting safety 

measures, be made available to the public.”384 Safety procedures regarding human health and 

the environment together with information transparency are considered the most important 

reason regarding the public. 

 

Even if it was unproblematic for the member states to agree with the Commission on a ‘high 

level of protection’ it could be troublesome to agree more specifically what constituted a 

‘high level of protection’ and under what circumstances ‘preventive action’ should be taken. I 

will discuss more in detail how the Commission tried to frame such problematic issues in the 

proposal. In order to reach a high level of protection the legislation depends on interpretations 

that are made by those who are going to carry out the deliberate release and also the 

authorities in each member state. Therefore, the interpretations of the law must reflect the 

intention imbedded in the legislation, in this case ‘a high level of protection’, and still create 

opportunity for the industry and research institutions to proceed with experimental releases 

and placing GMOs on the market. The Commission addressed this when they argued that 

“…the safety of a release and its condition must be the result of a dialogue between notifier 
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and Competent Authority.”385 The result is thus based on the judgment of the notifier and the 

Competent Authority and the result is the equilibrium between too much and too little 

protection. 

 

In order to facilitate the judgement of the notifier and the Competent Authority, the 

Commission propose certain normative features. One is the aspect of ‘reasonably practicable’. 

The Commission argued that: “all persons carrying out deliberate releases or placing on the 

market of GMO(s) shall take all measures reasonably practicable to control any risk of harm 

to people and the environment.”386 The Commission does not elaborate on what grounds a 

measure would have fulfilled the demands for being considered ‘reasonably practicable’. It 

seems plausible that the concept of ‘reasonable practicable’ would change when experience 

and knowledge of the technology are gained. What kinds of norms should ‘reasonably’ be 

compared with in order to be separated from ‘unreasonably’? It is plausible to argue that time 

and money would be two aspects that would act as demarcations. 

 

In chapter 4 I wrote that a result from the Asilomar conference was the arrangement of a risk 

strategy that declared that ‘reasonable principles’ should be employed in the choice of 

containment method. One could here see similarities regarding the efforts to produce a certain 

risk discourse that could be divided into reasonable-unreasonable. In the Asilomar episode the 

reason was to protect scientific autonomy in research, and in the regulative discourse centred 

on the proposal for a new GMO directive there existed a form of boundary work that was 

aimed to build trust and legitimacy for the legislation by corresponding to pre-existing ethical 

and social concerns. The reflexive character in the regulative approach consists of the 

policymakers being able to recognise those ethical and social concerns and formulate the 

legislation so it connects to those ethical and social dimensions, so that cultural integrity is 

maintained within the legislation. One should also notice that the Commission used the term 

‘control’ when addressing risk issues in the proposal. This, I would argue, is also a form of 

framing risk issues through a certain form of boundary work in order to uphold the cultural 

integrity so fundamental to modernity. The sociologist Zygmunt Bauman has argued that 

modernity has the character of a ‘gardening instinct’, which is identified through a persistent 

aspiration to root out ambivalence in all its form.387 The practise of ‘gardening’ would be 
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what the Commission are undertaking by arguing that ‘all measures reasonably practicable to 

control any risk’ should be deployed. 

 

5.4. The Opinion of the Economic and Social 

Committee 

On 30 May 1988, the European Council decided to consult the Economic and Social 

Committee, hereafter the ESC, on the proposal for a new Directive for deliberate and 

contained use of GMOs. The ESC recognised that even if the experience of GMOs in 

contained systems had been gained, there is still little experience about the consequences of 

deliberate releases. The ESC argued that: 

 

The release of genetically modified organisms into the environment of necessity involves 

abandonment of the safety measures which have so far proved satisfactory for minimizing 

risks in genetic engineering, i.e. working in contained systems and the use of biological 

safety measures. This difference vis-à-vis the previous Directive cannot be emphasized too 

strongly.388 

 

Because of the limited experience in the area of deliberate releases of GMOs, the ESC sees 

the proposed Directive as first step in the legislative work with GMOs. The ESC then gives a 

number of comments, which in their view should be taken under consideration when 

reassessing and redrafting the Directive. I will here highlight some of them that address the 

issues that I have discussed above regarding risks, harmonisation and public concerns. 

 

The lack of experience and knowledge in the area of deliberate releases of GMOs is 

problematic and something that worried the ESC. Therefore they argued that the Commission 

should reassess the proposed directive from existing experience. One such experience that 

ESC mentioned is the legislative development that the member states had produced. The ESC 

declared that the member states had developed strict rules and some even had prohibitions on 

the importation and release of GMOs.389 This should, according to the ESC, be taken into 

account when discussing the directive. But I have already commented that the concern for the 

environment also had another purpose – to function as an equaliser in order to harmonise the 

internal market. The Commission could not use too strict preventive regulative actions as 

                                                 
388 Official Journal of the European Communities, Opinion of the Economic and Social Committee on the 

Proposal for a Council Directive on the Contained Use of Genetically Modified, OJ C 23, 30.1.1989, 47  
389 Ibid. 



 174 

grounds for the proposal as the purpose of regulating the internal market then would have 

failed. 

 

In one of the ESC’s comments they remarked on the Commission proposal for public and 

information. Above I emphasised that the Commission argued that it was “essential that the 

information necessary for evaluating the risk and adopting safety measures, be made available 

to the public.”390 The ESC further pointed out that “…the release of genetically modified 

organisms introduces a new dimension into man’s relationship with the environment.”391 

Therefore the ESC emphasised that it is important that the Commission consider how the 

citizens of the Community could be “involved in evaluating this expansion of technology and 

its application in the environment.”392 That the ESC argued for an increasing public 

participation seems to be a proactive standpoint. But other examples in their report appeared 

not to correspond to such a reading. The ESC argued that the public should be, with their 

words, “involved in evaluation this expansion of technology.”393 Nevertheless, according to 

the ESC the evaluating could be achieved, “measures could be taken by the competent 

authorities to inform the public concerned of any endorsement granted for deliberate release 

prior to the release.”394 One can question where the difference lies in regard to the 

Commission proposal that “…information necessary for evaluating the risk and adopting 

safety measures, [should] be made available to the public.”395 The main difference seemed to 

be that the ESC argued that more information should be made available than what the 

Commission proposed. There is nevertheless a top-down perspective regarding how the public 

should be involved. 

 
At the end of the ESC’s statement there is another passage that addressed the public. In an 

article they argued that, “Given the extreme sensitivity of the subject in question, serious 

consideration ought to be given as to how involve both the public at large and the social 

partners and experts in the consultative procedures.”396 Further, “Only if the public at large is 

involved in the deliberations can this important new technology develop for the benefit of 

all.”397  
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Another experience that the ESC highlights is the case of introducing foreign organisms into 

the environment. The ESC argued, “It is not clear whether and, if so, how these various 

experiences have been taken into account in the Directive or whether experts in these fields 

were consulted during its preparation.”398 The uncertainties and risks involved in introducing 

foreign organisms into the environment that the ESC mentioned here deserves further 

examination. There existed experience of environmental damage when new species had been 

introduced into new milieus. I would argue that the choice made by the Commission not to 

deliberate about these issues in the proposal is connected to the above discussion of 

modernity’s ‘gardening instinct’ and avoidance of ambivalence. To argue that risks with 

GMOs should be controlled before release does not correspond to unexpected experience of 

foreign organisms. Furthermore, I also said that the regulative proposal could be seen as an 

attempt to produce a certain risk discourse that could be divided into reasonable-unreasonable 

when choosing measures to “control” the risk. As the effects of introducing foreign organisms 

consist of uncertainties, the measures that should be taken to avoid negative impacts do not so 

easily fall into these two categories. Foreign organisms could be introduced into the 

environment either by a human mistake that was not anticipated, by human intention based on 

certain reasons or through the species themselves by a change in climate and environmental 

conditions, which causes the species to emigrate from its own habitat or create possibilities to 

immigrate into new milieus.399 The first case is based on ignorance about the organisms’ 

ecological behaviour, which unintentionally caused the possibility for the organisms to get 

into the new environment. In the second case, the actions that were taken to introduce the 

foreign organisms in the first place were probably first considered to be reasonable but when 

the negative consequences later appeared they suddenly became unreasonable when new 

knowledge revealed conditions that first were not predictable. The last condition might even 

be more treacherous for the proposal. If organisms should behave differently depending on 

their environmental conditions it would create a stimulus to declare that first, this behaviour 

would be difficult to predict, and secondly, member states could argue that their environment 

is specifically sensitive towards GMOs.400 One could argue that the discussion of experiences 

regarding introduced foreign organisms did not correspond to the objective of the proposal to 

harmonise the internal market. 
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The ESC also commented on the Commission’s choice of arguing that “all measures 

reasonably practicable to control any risk of harm to people and the environment”.401 In the 

word of the ESC: 

 

In its present form, Article 3 does not seem acceptable. The provision that ‘all measures 

reasonably practicable’ are to be taken runs counter to the intentions of the Directive. No 

organisms should be released unless suitable state-of-the-art measures can be adopted to 

prevent foreseeable risks to man and the environment.402 

 

5.5. The Opinion of the European Parliament 

On 9 June 1988, the president of the European Council requested that the European 

Parliament gave their opinion on the proposal. The President of the European Parliament 

referred this proposal to the Committee on the Environment, Public Health and Consumer 

Protection as the Committee responsible but also asked the Committee on Energy, Research 

and Technology to give their opinions on the proposal.403 I will here first present the opinion 

of the Committee on the Environment, Public Health and Consumer Protection and then 

present the proposals from the Committee on Energy, Research and Technology. 

 

5.5.1.The Opinion of the Committee on the Environment, Public 

Health and Consumer Protection 

The Committee on the Environment, Public Health and Consumer Protection (hereafter the 

Committee) had four meetings where they discussed the proposal over almost a year. At the 

last meeting on 26 April 1989, the Committee adopted their report on the proposal by 15 

votes to 0, with 3 abstentions.404 The Committee concluded that taking the irreversible and 

global consequences of hazardous organisms in the environment together with the fact that 10 

of 12 member states lacked adequate regulations, a directive on GMOs was necessary in order 

to provide the Community with regulative measures to preserve and protect the quality of the 
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environment and to contribute towards protecting human health.405 However, the Committee 

on Environment, Public Health and Consumer Protection argued that the draft as it was 

presented to the Committee failed to meet the key requirements for a directive. The report is 

from the first reading of the Parliament during the cooperation procedures (see appendix). I 

will here discuss some of the amendments made by the Parliament to the Commission 

proposal. 

 

Regarding the new proposals in the preamble to the directive, the Committee emphasised that 

the knowledge about the consequences of deliberate releases of GMOs are still rudimentary 

and that there are great uncertainties about the risks involved. When it comes to risks with 

deliberate release of GMOs the committee argued that risk assessments for deliberate releases 

are based on assumptions, as there are no long-term results of deliberate releases available.406 

 

Regarding risks with GMOs, the Committee pointed to earlier experience of introducing new 

species in the environment and warned about other major ecological changes that exotic 

organisms have caused when released into new habitats. The Committee mentioned the 

following examples:407 

 

- the fungus Endothia, accidentally released in North America around the turn of the century, 

within 40 years wiped out the American chestnut, over an area of one million square 

kilometres, as a characteristic species in the Appalachian oak and chestnut forestry; 

 

- the bacterium Xanthomonas campestis pv. citri, introduced from Japan, has threatened the 

entire citrus fruit crop in Texas and Florida on a number of occasions; 

 

- the Nile perch, released into Lake Victoria in central Africa, has radically diminished the 

population of all other fish species there. 

 

By highlighting the above unintentional side effects of introducing new organisms into the 

environment, the Committee stressed that the consequences of releasing genetically modified 
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crops may be an irreversible operation that could have global consequences.408 The 

Committee referred to four possible hazards regarding deliberate releases of GMOs:409 

 

- a disrupted ecological balance, 

 

- unintentional introduction of new pathogenic sources, 

 

- unpredicted exchange of genetic material with related species 

 

- contraction of the genetic pool. 

 

The Committee on the Environment, Public Health and Consumer Protection report was 

primarily concerned with hazards that deliberate releases of GMOs may pose, which were 

reflected in their amendments. 

 

In the preamble, the Committee’s proposals tone down the intention with the directive to 

argue that the harmonising of the member states’ legal frameworks is less about the internal 

market and more about human health and the environment. One amendment especially 

exemplifies the Committee’s emphasis on the issue of protecting human health and the 

environment; 

 

Whereas no deliberate releases shall be authorised by a competent authority unless it is 

proven and verified to have no negative impact on the environment and humans.410  

 

The above quote addresses risk assessments. One could here identify a tension regarding what 

policymakers could demand from the scientific community. Policymakers call upon the 

scientific community to evaluate the risk in order to be able to guarantee the public that there 

are no risks for consumers or the environment. It has been argued that risk and safety issues 

politicize science. Sociologists of science have gone so far as to argue that science has been 

corrupted. The corruption arises when knowledge-producing institutions become involved in 

providing information to politicians and policymakers.411 Scientific knowledge production 

characterised by logical consistency and universality of findings are being applied in relation 
                                                 
408 Ibid. 
409 Ibid. 
410 Ibid., 7, amendment no. 9. My emphasise. 
411 J. Ravetz, “The post-normal science of safety”, in Science and Citizens eds. M. Leach, I. Scoones, and B. 
Wynne (London: Zed Books, 2007), 50. 
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to certain political agendas in public decision-making. But terms such as ‘risk’ and ‘safety’ 

cannot be reduced in order to correspond to a scientific framing of logical consistency and 

universality because of the complex and ambiguous qualities. Risk and safety are concepts 

that are essential in a post-normal science as it “involves complex and hence non-quantifiable 

uncertainties, along with strong value commitments.”412 Because of the complexity, the 

policymakers turned to scientist to come up with answers and solutions and thereby also 

caused an intrusion into the scientific domain, a politicization of science. Another reason for 

the increasing political pressure on the scientific community is, according to Ulrich Beck and 

the risk society thesis, that the public are increasingly becoming concerned with risks. 

 
Already in the proposals for the preamble one could identify a conflict regarding how to 

identify risks with GMOs between the Committee and the Commission. One could argue that 

the opinion of the Committee is that no notification would be given to a GM product until it is 

proven and verified to have no negative impact what so ever, while on the other hand, the 

Commission is not prepared to withdraw a GM product until it is proven to pose serious risk 

to human health or the environment. The discrepancy in the approach regarding risk between 

the Commission and the Committee could be seen as a discursive trace that characterizes the 

Committee’s report. It is not only in the preamble that the Committee comments on the 

Commission proposals regarding the subject of risks. For example, in the first article the 

Commission had stated the objective with the directive. The article begins with the 

announcement that: 

 

The objective of this Directive is to approximate the laws, regulations and administrative 

provisions of the Member States and to protect the health of the general population and the 

environment…413 

 
The proposal from the Committee is to change the above article to: 
 

The objective of this Directive is to lay down standards, and the administrative procedures 

in order to protect human health and the environment… 414 

 
The Committee thus wanted to emphasize the ‘protective’ parts in the directive’s objective 

and downplay the harmonization part. One reason for this could be that the Committee wanted 
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the directive to be legally adopted under EU articles that addressed environmental issues and 

not articles that are based on harmonizing national laws. I will have reason to come back to 

this subject.  

 
So far in the comparison between the Commission’s proposal and the Committee’s report I 

have identified two differences regarding risk comprehension. The Commission has argued 

that GMOs must pose serious risk to human health or the environment before they are 

prohibited by a member state and that it is the general population that the focus for protection 

is based upon. The Committee on the Environment, Public Health and Consumer Protection 

had on the other hand argued that a GMO should not be allowed to have any negative impact 

and that the harmonizing of laws throughout the Community is done in order to protect 

human health and the environment. 

 

In article 3 the Commission argued that those who are going to carry out deliberate releases of 

GMOs “…shall take all measures reasonably practicable to control any risk of harm to 

people and the environment”.415 The Committee replaced the sentence with “…shall take all 

measures necessary and shall carry out all previous necessary experiments and tests to control 

any risk of harm to people and environment.”416 

 

Besides the scientific aspects of risks, the Committee also tried to introduce other regulatory 

concepts that are related to risk. The Committee argued that besides a risk assessment 

provided by the company that is going to release GMOs, an assessment of the social 

desirability in relation to the release should be provided together with an explanation about 

the absence of better alternatives for attaining those goals.417 The social dimensions of GMO 

releases were an issue that the Committee returned to in their report. In article 5, the 

Commission established the responsibilities of the national competent authorities that will 

review the notifications and their endorsement. The article stated among other things that the 

competent authority shall “evaluate the risk posed by the release in the light of the notifier’s 

risk assessment.”418 The competent authority should thus not by itself carry out any risk 

assessment, only evaluate them. The Committee nevertheless proposed that the authority 

should “…carry out a full risk assessment of the proposed deliberate release…” together with 
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“…an evaluation of the social costs and benefit.”419 Under article 9 and 10 the Commission 

developed the procedures that concern notification and endorsement for placing GMOs on the 

market and here the Committee suggested a new paragraph that declared yet again that the 

authorities should perform a full risk assessment and evaluate the social costs and benefits. 

 

The Committee did however also argue here that the application sent to the authorities for 

notification should be published and that the authorities should not only make the notification 

public but should also actively inform the public.420 The Committee did not elucidate what 

‘actively’ implies or give any suggestion regarding any guidelines for judging when an 

authority is actively informing the public. 

 

In a proposal for a new paragraph in article 10, the Committee presented their position 

regarding what they considered to be needed before the authorities could grant a notification. 

Here the Committee wanted to introduce certain conditions that have to be fulfilled before an 

authority could consider the marketing of GMOs. The main point here is that the Committee 

strengthened their demands that GM products should be proven to have no negative impacts 

on the environment or on human health. Also the social desirability should be demonstrated 

and the manufacturer or importer should provide for “full and appropriate insurance coverage 

for product liability” when releasing GMOs to the environment or placing on the market.421
 

 
Already in the preamble the Committee suggested amendments that emphasised the risks with 

deliberate releases of GMOs while suggesting deleting text proposed by the Commission that 

focused on possible future benefits with agricultural biotechnology. The Committee also 

suggested deleting a proposal by the Commission that stated that “…a Member State may not 

prohibit, restrict or impede the deliberate release of this organism on their territory under the 

conditions set out in the notification….”422 if it has been properly notified under the directive 

or unless there exist serious risks to human health or the environment. It seems plausible to 

suggest that the Committee on the Environment, Public Health and Consumer Protection are 

struggling to keep the member states’ autonomy in decisions concerning the environment and 

human health but it does also mean that the Committee is in conflict with the Commission’s 

intention of harmonising the Community framework for biotechnology regulation. 
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The possible conflict between the Commission and the Parliament could already be 

recognised in the second amendment that the Committee on the Environment, Public Health 

and Consumer Protection are proposing. The original proposal from the Commission stated 

that the reason to harmonise the laws of the member states is that the disparate regulative 

frameworks that have been developed in the member states “…may create unequal conditions 

of competition and thus directly affect the functioning of the common market…”423 The 

Committee on the Environment, Public Health and Consumer Protection on the other hand 

argued that the reason for a European directive is that: 

 

…the existing regulations on deliberate release of GMOs which are in effect in the Member 

States do not provide adequate protection of the environment everywhere in the 

community.424 

 

The Committee argued that the above quote should replace the Commission’s original article, 

which stated that it is necessary to harmonise the laws of the member states because it may 

create unequal conditions for competition which could affect the internal market in EU. 

 

The Committee did not only add new proposals but also proposed the removal of a number of 

articles. In chapter 2, I argued that in order to create structure and meaning out of the 

regulative transformation in the legislative process, one identifies certain discursive traces or 

intertextual chains by tracing how the regulation changes through new amendments. The 

changes found in the legislative history of the directive constitute an attempt to achieve 

priority of interpretations between the involved EU institutions and/or the member states.425 

The proposal for deleting certain paragraphs in the proposal is also as important as the 

proposal for introducing new text or whole paragraphs. There are two proposals for deletion 

that I find interesting. The proposals are related to risks, or more specifically, they concerns 

the member states’ possibilities to manoeuvre in issues of GMOs and risk. The first of these 

two articles established the free circulation of products containing GMOs. The paragraph 

declared that when a GMO has been properly approved by the directive, the member states 
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are not allowed to prohibit or restrict the product in any way if it has been authorised by the 

directive.426 

 

The other article that the Committee recommended for removal was the safeguard clause, 

which allows member states to impose provisional measures on the commercialisation of 

products containing GMOs, until the Commission makes a decision on the subject.427 How 

the decision was to be made was elaborated in article 20 in the Proposals for Council 

Directive, which asserts that the Commission shall submit a draft from a Committee 

consisting of representatives from the member states.428 The draft should contain which 

measures that should be taken and the Commission shall within a certain time limit give its 

decision on the draft. This means that it will be the Commission that will have the last word if 

there will be a conflict between a member State and the Commission about the hazards with a 

certain GMO, even though article 20 declared that “The Commission shall take the utmost 

account of the opinion delivered by the Committee.”429 In the proposal for a new directive the 

Commission had made some commentary notes to some of the articles. Regarding the 

safeguard clause, the Commission declared in their legislative proposal that the reasons for a 

national ban on a GM product must be grounded on a scientific basis.430 

 

How should one interpret the reasons for the Committee’s intention to delete these articles? 

Behind the Committee’s action to propose a removal of these articles lurks a dilemma which 

has it source in a legal dispute about the purpose and content of the GMO directive. That is, a 

dispute concerning if the main focus of the directive is to harmonise the market by 

introducing a legal framework for establishing a free circulation of GM products in Europe or 

if the priority should be to protect the environment and human health. The reason that I put it 

as bluntly as a question of an either-or choice is to emphasise disagreements among the 

institutions involved, but also between member states regarding what the source of the legal 

basis should be for the directive. I have earlier mentioned that the directive in question has at 

the same time the character of a measure in the field of environment and of a harmonising 

measure whose object is the establishment and functioning of the market. Following from the 

directive’s purpose and its content, as it appears in the proposal from the Commission, the 
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proposal for a new directive concerns of the same time both the protection of the environment 

and the elimination of disparities regarding the conditions of competition by harmonising the 

member states’ regulations in the field of GMO. The source of the dispute could be traced 

back to the passage of the Single European Act (SEA) when it was introduced into the Treaty 

of Rome and established two different legal bases for the adoption of legislation relating to 

the environment. The first approach originates in the fact that legislation could be adopted 

under Article 130s, which consists of a paragraph stating that the Council has to decide what 

action is to be taken by the Community in order to achieve the objectives referred to in Article 

130r regarding environmental protection. Article 130r second paragraph states that: 

 

Community policy on the environment shall aim at a high level of protection taking into 

account the diversity of situations in the various regions of the Community. It shall be 

based on the precautionary principle and on the principles that preventive action should be 

taken, that environmental damage should as a priority be rectified at source and that the 

polluter should pay. Environmental protection requirements must be integrated into the 

definition and implementation of other Community policies.
431

 

 

Article 130r does thus include some important aspects that the Parliament considered 

important. For example, the precautionary principle, the polluter pay principle, and that the 

legislation should take account of the diversity among member states.  

 

On the other hand, legislation which is focused on harmonising national law and concerns the 

environment and thereby contributes to the establishment and functioning of the internal free 

market may be adopted under Article 100a. Article 100a does also address environmental 

issues but in a less ambitious and vague way stating that “concerning health, safety, 

environmental protection and consumer protection, will take as a base a high level of 

protection.”432 

 

The dispute thus revolved around which article the new GMO directive should be based upon. 

I will return to this issue when I have discussed the Committee on Energy, Research and 

Technology and their opinions on the proposal for a GMO directive. 
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5.5.2. The Opinion of the Committee on Energy, Research and 

Technology 

The report from the Committee on Energy, Research and Technology declared that the 

directive proposed by the Commission was acceptable in general terms but needed to be 

modified in several aspects.433 

 

In the introductory commentary notes on the directive, the Committee brought up the 

Asilomar episode and argued that it was the scientific community that first laid down rules for 

research in genetic engineering. The Committee therefore concluded that: 

 

…the situation in question should not be overdramatized and that scientists should be allowed 

a wide margin of confidence, since they have for a long time now been cooperating, fully and 

of their own accord, in laying down the rules for biotechnology on an appropriate basis.434 

 

The Committee also criticized the Commission’s division separating the regulative framework 

in only two directives, one for contained use, and one for deliberate release. Instead they 

argued that it would be more correct to separate a specific third directive in order to govern 

research and development activities.435 One way to understand the Committee’s arguments is 

to interpret it as a kind of action that continues from the Asilomar episode in chapter 4. Thus, 

the Committee suggestion to downplay the risk and argue for a separate directive for research 

is an attempt to pre-empt any governmental interference in scientific autonomy. This 

explanation can also be used to interpret another argument from the Committee about risk and 

regulation. The Committee argued that regulations regarding public health and protection of 

the environment should be developed so they are “…sufficiently rigorous, while avoiding all 

unnecessary exaggeration…”436 

 

It is interesting to note that even though the Committee on Energy, Research and Technology 

emphasised other issues than the Committee on the Environment, Public Health and 

Consumer Protection, they did nevertheless repeat the same proposals that the Committee on 

the Environment, Public Health and Consumer Protection did regarding risk issues. The 
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Committee’s first proposal recurrence is the social desirability that the Committee argued 

should be demonstrated before releasing any GMOs.437 Another is the proposal that all GMO 

releases should be “proven and verified to have no negative impact on the environment and 

humans.”438 

 
In their report, the Committee downplayed the risks in genetic engineering. Regarding 

recombinant DNA techniques, the Committee summarised the experience with risks involved 

in what they called “traditional genetic manipulation techniques” and the recombinant DNA 

techniques in three main points based on meetings of specialists in the field in both Europe 

and the USA since the Asilomar episode. The Committee argued:439 

 

(a) there are no proofs of the existence of specific risks in the use of recombinant DNA 

techniques or transfer of genes between unrelated organisms; 

 

(b) the hazards involved in the deliberate release of organisms obtained by recombinant DNA 

techniques are of the same nature as those associated with the release of non-modified 

organisms or of organisms modified by other methods; 

 

(c) assessment of the risk linked to release to the environment of organisms modified by 

recombinant DNA techniques should be based on the characteristics of the organism and of 

the environment into which it is introduced, and not on the method by which it was produced. 

 

In the above three points the Committee revealed their view on risks concerning GMOs but 

also how they preferred the regulative framework to be managed. When it comes to risk it is 

interesting to notice that the Committee’s conclusion about risks with GMO and rDNA seems 

to oppose previous statements in the Committee’s report. Two pages earlier the Committee 

had argued that there was an “…incomplete state of knowledge regarding the various risks 

deriving from the progress achieved in the field of genetic engineering…”440 and “…possible 

accidents in the places of research and the problems stemming from the deliberate release of 

organisms modified by the recombinant DNA technique…”441 But in (a) the Committee chose 

to define the risk issue within a scientific framework, which first seems to be in conflict with 

their previous argument. Environmental issues are often characterised by complexity and 

                                                 
437 Ibid., 23, amendment no. 38. 
438 Ibid., 24, amendment no. 40. 
439 Ibid., 7. 
440 Ibid., 5. 
441 Ibid., 7. 
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uncertainty and therefore there is often the scientific dilemma of a knowledge deficit which is 

problematic for policy-makers and decision-makers. The introduction of the precautionary 

principle in environmental policymaking tries to bridge the relationship between knowledge 

uncertainties and political action. However, to base the directive on the precautionary 

principle has not been proposed except as a reference to the European Single Act (1987) 

which stated that “preventive action shall be taken”.442 

 

Notice also how the Committee in (a) was involved in a subtle form of boundary drawing as 

they interpret and mediate the subject of risk by arguing “no proofs of the existence of 

specific risks.” The Committee’s definition and choice of words indicated a defensive attitude 

for scientific autonomy. The Committee also argued that risk assessments should be made on 

a product basis and not on a process basis. That is, it should not matter which type of 

techniques or methods that have been deployed in the process of making the product, what is 

important is the product itself. Regulating the process is often referred to as a horizontal 

approach and departing from the product is referred to as a vertical regulative approach. 

 

In (b) the Committee expresses an epistemological standpoint on genetically engineered 

organisms, which I have mentioned earlier in this chapter. The Committee declared that there 

is nothing inherently unique in using rDNA techniques to modify organisms or using 

traditional cross-breeding techniques and thus the risk involved must be the same, 

independent of method. The combination of (a) and (b) is then used to justify (c). Here the 

Committee moved from making statements of a scientific nature to addressing how the 

regulative framework should be addressed. It might seem plausible that the statements in (a) 

and (b) give (c) but it is not a result of necessity. One could argue that even if one agrees to 

(a) and (b) one could prefer a horizontal regulative framework based on other factors than the 

scientific framing of risk. 

 
In certain passages of their report, the Committee on Energy, Research and Technology 

seemed to emphasise the needs for public participation more than the Committee on the 

Environment, Public Health and Consumer Protection did. For example, where the Committee 

on the Environment, Public Health and Consumer Protection proposed that the competent 

authority should publish the application for notification and actively informed the public, 

which also the Committee on Energy, Research and Technology argued in their proposal, they 

                                                 
442 Proposals for Council Directives, COM(88) 160 Final, 35. 
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also extended the proposal and argued that the authorities should “organise public hearings 

and consultations for each specific deliberate release under consideration.443” It seems to be a 

rather strong support for public participation that the Committee proposed. Furthermore, the 

Committee also declares that: 

 

It will be necessary to encourage the highest possible degree of public participation, 

especially with regard to the assessment of the environmental impact of products, via 

whatever channels prove to be most suitable.444  

 

In the above quote it is unclear what the Committee means by “especially with regard to the 

assessment of the environmental impact of products.” The question is, in what sense does the 

Committee on Energy, Research and Technology interpret the notion of ‘public 

participation’? When they argued that it is important to have public participation in issues of 

assessments of the environmental impact of products one could ask what the Committee’s 

rationales and motivation for such a proposal was. I will have reason to come back to this 

issue but for now I suggest that the focus on public participation is based on a rationale that 

one could identify from the Asilomar episode (see chapter 4), namely to safeguard scientific 

autonomy. 

 

5.6. The Final Directive 90/220: Some Remarks 

In the first reading (see appendix) by the Parliament they presented several amendments to the 

directive proposed by the Commission. In its legislative resolution the Parliament called on 

the Commission to amend its proposal accordingly.445 The Commission then agreed to 

incorporate a number of them.446 However, in the modified proposal the Commission did not 

approve many of the Parliament amendments. The amendments that the Commission has 

incorporated are mostly of an explanatory character. In the second reading by the Parliament 

they repeated some of their proposals that the Commission did not approve from the first 

reading. For example, the member states should introduce absolute-liability arrangements and 

                                                 
443 European Parliament, A2-141-142/89/Annex, 1989, 27, amendment no. 50. 
444 Ibid., 11. 
445 Official Journal of the European Communities, Legislative Resolution (Cooperation procedure: first reading) 

embodying the opinion of the European Parliament on the proposal from the Commission to the Council for a 
directive on the deliberate release into the environment of genetically modified organisms, OJ C 158, 26.6.1989, 
225. 
446 Ibid., 5. 
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make insurance mandatory.447 The second reading from the Parliament is very short with only 

a few amendments.448 For example, the amendment from the first reading regarding that no 

deliberate releases shall be authorised unless it was proven and verified to have no negative 

impact on the environment and human are not repeated by the Parliament. Nevertheless the 

Parliament did suggest new amendments that needed to be addressed. After the Parliament 

had made its amendments, the Commission could either incorporate or reject the amendments. 

The Commission rejected, among others, the amendment about liability and insurance 

arrangements but the directive could be passed nonetheless. 

 
With the Treaty reform of 1986, (the Single European Act, SEA) the environment was 

recognised as an area of EU policy, which introduced a range of environmental measures.449 

The SEA also introduced the cooperation procedure, which introduced the second reading of 

legislation, and that the Parliament could reject legislation but a unanimous Council could 

overturn the Parliament.450 But according to Charlotte Burns, the Parliament has rarely 

rejected any legislation for two main reasons. First, the Parliament has wanted to demonstrate 

to the Council and the Commission that it could be a trusted legislative partner and, secondly, 

the Parliament has preferred to have a small impact in the legislation rather than nothing at all 

and therefore sought to amend proposals.451 Analysis about how many amendments the 

Commission has accepted from the Parliament indicates that under the cooperation 

procedures, the Commission accepted around 50 per cent of all amendments.452 According to 

my reading, this level of acceptance of amendments was not reached with Directive 90/220. 

 

Regarding the final Directive 90/220, it represented a new regulatory paradigm in Europe that 

focused on a process-based, horizontal, and precautionary regulatory framework.453 The 

Committee on Energy, Research and Technology was successful in their argumentation. The 

final directive devoted a separate section to deliberate releases for research and 

                                                 
447 Ibid., 88. 
448 In the appendix the cooperation procedure during the second reading is described. 
449 P. M. Hildebrand, “The European Community’s Environmental Policy, 1957 to ‘1992’: From Incidental 
Measures to an International Regime?” in Environmental Policy in the European Union ed., A. Jordan (London: 
Earthscan, 2005), 34-37. 
450 C. Burns, “The European Parliament: The European Union’s Environmental Champion?” Environmental 

Policy in the European Union ed. A. Jordan (London: Earthscan, 2005), 91. 
451 Ibid., 93. 
452 J. Peterson and E. Bomberg, Decision-making in the European Union, (London/Basingstoke: Macmillan 
Press, 1999), 44. 
453 L. A. Patterson and T. Josling, “Regulating Biotechnology: Comparing EU and US Approaches”, in 
Environmental Policy in the European Union ed., A. Jordan (London: Earthscan, 2005), 185. 
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development.454 When it came to hazards to human health and the environment the 

Commission did not embrace the Committee on the Environment, Public Health and 

Consumer Protection amendment that ‘all measures necessary’ should be deployed but neither 

did it use its old definition of ‘reasonably practicable’ but instead changed it to ‘all 

appropriate measures’ should be used to avoid adverse effects from GMO releases.455 

 

In table 6 I have brought together some of the differences between the Commission and the 

Parliament. They are presented under the themes, in which I have presented them in this 

chapter, i.e. issues of harmonisation, risk and uncertainties and finally public concerns. 

 

The directives were the result of a delicate regulatory balancing act in order to bridge 

competing interest between the industry, scientists, politicians, and NGOs. Harmonisation 

became a pressing issue when the member states started to develop their own legislation about 

GMOs. The European Commission was forced to take action in order to protect the Common 

Market as it became clear that the regulative processes that were taking place in Europe 

consisted of a variety of different national styles of legislation. The biotech industry also 

wanted to start exploiting the commercial potential of GMOs and pressured the European 

Commission in order to develop a definite legal framework in the European Union.456 

 

When it came to risk preventions, the European Commission introduced extensive risk 

assessment procedures and provided universal safety standards. One important reason for 

these risk preventions strategies was that the deliberate release of GMOs was still associated 

with uncertainties, especially in regard to risks. But is has also been argued that it was a 

political solutions to stress the case of uncertainties. As Torgersen, et. al argued, “By 

emphasising uncertainty, this regulatory solution tried to force together two apparently 

incongruent approaches to risk assessment, namely one that built on scientific evidence ex 

post, and one that built on scenarios of hypothetical risks ex ante”.457 The precautionary 

approach came to function as a bridge between these two different approaches to risk 

assessment. 

                                                 
454 Council Directive No. 90/220/EEC of 23 April 1990 on the deliberate release into the environment of 
genetically modified organisms O.J. L 117/15 (1990), article 5 – 9. 
455 Ibid, article 4. 
456 H. Torgersen, et. al., “Promise, problems and proxies: twenty-five years of debate and regulation in Europe,” 
in Biotechnology. The Making of a Global Controversy, eds. M. W. Bauer and G. Gaskell (Cambridge: 
Cambridge University Press, 2002), 48. 
457 Ibid., 49. 
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Table 6: Comparison between certain issues and the actors in the process of making Directive 90/220. 

The The The The EuropeanEuropeanEuropeanEuropean Parliament Parliament Parliament Parliament    

 

ActorsActorsActorsActors    

 

 

IssuesIssuesIssuesIssues 

The European The European The European The European 

CommissionCommissionCommissionCommission 

The The The The EconomicEconomicEconomicEconomic and  and  and  and 

Social CommitteeSocial CommitteeSocial CommitteeSocial Committee 

The Committee on The Committee on The Committee on The Committee on 

the Environment, the Environment, the Environment, the Environment, 

Public Health and Public Health and Public Health and Public Health and 

Consumer ProtectionConsumer ProtectionConsumer ProtectionConsumer Protection 

The Committee on The Committee on The Committee on The Committee on 

Energy, Research and Energy, Research and Energy, Research and Energy, Research and 

TechnologyTechnologyTechnologyTechnology 

Should not be the 

main concern with 

the directive 

HarmonisationHarmonisationHarmonisationHarmonisation    Is of crucial 

importance 

Base the directive on 

strict existent 

regulations in 

member states Protecting 

autonomy for 

member states 

Argued for a third, 

new directive with 

simplified regulation 

for research and 

development 

Full and appropriate insurance coverage for 

product liability 

High level of 

protection  

Proven and verified to have no negative 

impact on the environment and humans 

Preventative actions 

should be taken. 

Suitable state of the 

art measures to 

prevent risks 

Evaluations of social 

costs and benefits. 

No proof for specific 

risks with rDNA 

techniques 

Risk and uncertaintyRisk and uncertaintyRisk and uncertaintyRisk and uncertainty    

Measures reasonably 

practicable to control 

risks 

Suitable state-of-the-

art measures to 

prevent risks to man 

and the environment 

All measures 

necessary to prevent 

risks 

All measures 

necessary but 

sufficiently rigorous, 

avoiding all 

necessary 

exaggeration 

Citizens involved in 

evaluating 

biotechnology. 

Authorities should 

actively inform the 

public 

Highest possible 

degree of public 

participation  

Public concernsPublic concernsPublic concernsPublic concerns    Information 

necessary for 

evaluating the risk 

and adopting safety 

measures, to be made 

available to the 

public 

Inform the public 

prior to any release. 

Assessments of social desirability 

Reasons for Reasons for Reasons for Reasons for 

prohibitionprohibitionprohibitionprohibition 

Pose serious risk to the general population Any negative impact 

 

As the techniques were novel there were also uncertainties about predictions of benefits and 

hazards, which justified a precautionary approach. None of the actors involved could deny 

this even if the scientific basis for such an approach was strongly criticized by scientists and 



 192 

the industry, whose argument was that it would lead to a ‘stigmatisation’ of GMO 

technology.458 By emphasising the uncertainties it was rational to take precautionary measures 

by introducing, for example, step-by-step and case-by-case procedures in the regulation. 

 

Another frontier that the European Commission needed to address was the public concern 

regarding the risk and uncertainty in relation to GMOs. Uncertainties in the form of long-term 

effects and other risks with GMOs probably played a crucial role here also. The Commission 

needed to reach equilibrium between the public demand for a precautionary approach and the 

industrial demand for a purely science-based approach, and at the same time create a 

consistent and homogenous regulation that could be accepted across the EU. With the 

Directive, the Commission provided the first unifying legal framework in Europe. It came to 

have transatlantic consequences as well as consequences for the member states which are 

obliged to integrate directives into their national legal frameworks.459 

 

The objective for the directive has, as I have mentioned earlier in this chapter a twofold 

purpose. First, it states that the directive should harmonise the laws, regulations, and 

administrative provisions of the member states in order to govern the freedom of trade within 

the Union. Secondly, the directive objectives also stated that it should protect the health of the 

general population and the environment. This formulation creates a certain tension about how 

to interpret the main purpose of the directive. For example, which one of these two objectives 

would be guiding if they were in conflict? I have above discussed if the directive should be 

based on article 100a or article 130r in the Single European Act. In the preamble the directive 

referred to the need to protect human health and the environment from adverse effects of 

GMOs. But the legal ground for the directive is article 100a, which is used not for directives 

concerned with the environment but for directives that focus on harmonizing the trade within 

the union. 

 

It seems problematic for the directive to satisfactorily meet both the aim of protecting the 

market and public health. A plausible interpretation of the directive would be to assume that 

the legislation supports free market principles only so far as this does not cause hazards to 

human health or the environment. My reading of the proceedings of making Directive 90/220 

                                                 
458 Ibid., 48. 
459 M. W. Bauer and G. Gaskell, eds., Biotechnology. The Making of a Global Controversy (Cambridge: 
Cambridge University Press, 2002). 



 193 

is that the protection of the market came first and that the weight of evidence for harm to 

human health or the environment must be obvious, present and scientifically evidential – an 

interpretation at odds with the precautionary principle. 

 

5.7. Framing Risk in European Policymaking 

The regulative practises that I have commented on throughout this chapter seem to fall into 

the category of a first order reflexivity. Controversies in the regulative process have been 

focused on risk and the norm-setting authorities here have been the scientific community. The 

consequence, as Brian Wynne has pointed out, is that risk becomes interpreted, analysed and 

controlled as if it were an independently existing object, leaving out social and cultural 

implications.460 This has two implications that will have consequences for the future 

regulative process of GMOs in Europe. First, it allows the scientific community to define the 

meaning of risk but also what should be excluded from the definition. Risk in the regulatory 

GMO discourse has thus become a ‘boundary object’ in the sense that it is a product of 

science and technology that occupies a certain valued social or moral position because of its 

inherently multiple meanings.461 Policymakers, scientists and regulatory institutions are then 

preoccupied with intricate boundary work when they struggle to reduce diverse meanings in 

order to fit the concept of risk into conceptual categories. Secondly, by constructing the 

meaning of risk through a certain boundary-drawing in an institutionalised risk discourse, the 

production of meanings and definitions in risk also becomes correspondingly projected to 

reflect the public meaning of risk. Thus the scientific community does not only construct what 

constitutes a risk but also at the same time interprets what constitutes the public meaning of 

risk. In so doing, it creates a divide between a rational public approach to risk and an 

irrational approach. The rational understanding of risks in GMOs corresponds to the scientific 

framing of risk and other interpretations become irrational. 

 

The elusive divide between rational and irrational is only possible if in the constructing of the 

public meaning a construction of identity is implied. I have in this chapter argued that the 

regulative process can be understood in term of mobilising trust. Andy Stirling has argued 

that the motivation for greater public participation in the social appraisal of science could be 

                                                 
460 B. Wynne, “Risk as globalising  ‘democratic’ discourse? Framing subjects and citizens,” in Science and 

Citizens eds. M. Leach, I. Scoones, and B. Wynne (London: Zed Books, 2007), 70. 
461 S. L. Star and J. R. Griesemer, “Institutional Ecology, ‘Translations’ and Boundary Objects: Amateurs and 
Professionals in Berkeley’s Museum of Vertebrate Zoology, 1907-39,” Social Studies of Science 19 no. 3 (1989): 
387-420. 
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instrumental if it is promoted in order to achieve particular ends, such as “aid strategies for the 

shaping, presentation and implementation of pre-committed policy choices, or it may be 

useful as guidance on how best to forestall or mitigate negative social reactions”462. Other 

instrumental motivations that Stirling mentions are when policymakers try to promote more 

general public trust in certain institutions and procedures.463 Stirling also mentions two other 

types of participation, namely substantive and normative. Substantive participation is when 

public involvement could lead to better ends and is characterised by notions such as 

authenticity, quality, and engagement.464 Normative participation is what Stirling calls a 

situation when public involvement is considered to be the right thing to do and is 

characterised by concepts such as empowerment, democratic emancipation, equality, and 

social justice.465 In considering Stirling’s description of substantive, normative, and 

instrumental aspects of public participation I would tend to interpret public participation in 

Directive 90/220 to be an instrumental case as public involvements are never subject to any 

input in the regulatory process. The only role that is available to the citizens for engaging in 

public participation, as it is framed in Directive 90/220, is a standardised and instrumental 

form, or in Foucault’s words, “he is the object of information, never a subject in 

communication.”466 

                                                 
462 A. Stirling, “Opening up or closing down? Analysis, participation and power in the social appraisal of 
technology,” in Science and Citizens eds. M. Leach, I. Scoones, and B. Wynne (London: Zed Books, 2007), 221. 
463 Ibid., 221. 
464 Ibid., 222. 
465 Ibid., 221. 
466 M. Foucault, Discipline and Punish (Harmondsworth: Penguin, 1977), 200. 
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6.  Regulatory Development during the European 
GMO Moratorium – The Politics of Uncertainty  

6.1. Introduction 

One of the most remarkable incidents in the history of EU governance regarding GMOs is the 

course of events that led to a moratorium on GMOs regarding the authorisation of new GM 

products in Europe. The pressure from member governments and the public to reform GM 

legislation in order to gain a stricter and comprehensive regulatory framework together with 

international pressure from the United States and the World Trade Organization (WTO) for a 

more restrained regulation caused the issue of genetically modified food and crops to become 

one of the most controversial and complex policy issues facing the European Union in the 

mid 1990s. In 1996, Europe faced large-scale market introduction of GMOs, an event which I 

will argue was the start for a thorough transformation of the European regulatory framework 

on GMOs. 

 

After a period with fewer public disputes regarding GMOs, it re-emerged as a controversial 

topic with the market introduction in Europe during 1996. The episode that followed since the 

market introduction is important to analyse for several reasons. For example, the arrival of 

vessels in European harbours transporting containers with GM products from USA could be 

seen as the starting point of a transformation for the European regulative framework of 

GMOs. I would suggest that this period in European policymaking of GMOs transformed the 

regulative GMO discourse from being discursively framed as a discourse centred on an 

understanding of the regulative process as ‘policymaking for GMOs’ to a different framing, 

discursively centred on ‘politics of GMOs’. With this notion I intend to emphasise three 

things. First, that policymaking in the EU became more open to a pluralism of values 

expressed in the public sphere that earlier had been excluded in the policymaking process. 

Secondly, but related, the policy process could no longer be addressed solely on a scientific 

basis but became more politicized. Third, as a result of the two above points, this period 

constituted a shift from an industry-driven policy towards a more consumer-sensitive 
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policy.467 The discursive transformation from ‘policy’ to ‘politics’ became possible through 

several contributory factors such as, for example, the member states own political agenda, 

ethical and justice related issues emerging from the public sphere, different cultural 

relationships concerning food among the member states and different historical trajectories 

and narratives about the food industry such as the BSE scandal. All these events influenced, 

in their own way, the transformation of the European regulatory process of GMOs. 

 

The main objective of the chapter is to outline the policy developments that have occurred in 

relation to the moratorium in order to provide the context for the revision of the regulatory 

framework that had taken place after the moratorium. For an overview regarding the events 

during this time-frame see table 7. This chapter focuses on the origin and development of the 

moratorium until 1999 and the inter-institutional consequences of the events that followed 

from the moratorium. My aim is to provide a broad picture on a European level regarding the 

regulative approach to GMOs during the period between the large-scale market introductions 

from 1996 to 1999. Two questions have functioned as general guidance through the work 

with this chapter: (1) what were the motives for the moratorium and (2) how has the 

regulative responses been articulated? By considering these questions it is possible to get 

insights into how governance was executed between the member states and the European 

institutions and what consequences it had for GMO regulation in Europe. I will therefore 

outline the developments that have occurred in relation to the moratorium at a macro level in 

order to provide a context for the following two chapters where I analyse in more detail the 

regulatory development of Directive 2001/18 in chapter 7 and the issue of coexistence in 

chapter 8. 

 

This chapter and the next are closely interrelated. The present chapter took place, as 

mentioned above, between 1996 and 1999 and constituted the shaping of an increased public 

resistance towards GMO. The public resistance reached the political agenda in most member 

states and escalated into a European moratorium on GM products in 1999. The next chapter 

overlaps this period and describes the regulative process between the years 1997 and 2001. 

 

                                                 
467 With the term ‘industry-driven policy’ I refer to issues promoted by the industry such as less regulation, risk 
assessment procedures based on a strictly scientific base, and other measures for facilitating the industry. With 
‘consumer policy’ I refer to issues concerning health and environmental risks, labelling, ethical and other 
consumer-sensitive issues expressed by NGOs and consumer groups. 
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Table 7: Description of events regarding the moratorium on GMOs. 

 

6.2. Background to the Moratorium on GMOs 

The moratorium is often referred to as taking place between the years 1996 and 2004, even if 

some scholars question this.468 There has been very little analysis of the legislative status or 

time frame of the moratorium. The reason for the lack of interest by academics is that the 

moratorium was not official. “The de facto nature of the ban means that no official documents 

exist to explain it; accordingly, much confusion exists regarding its origin, its operation, and 

its demise.”469 The moratorium was a highly ambiguous phenomenon. But it also means that 

it is even more important to analyse the moratorium in order to understand its consequences 

for European policy-making concerning GMOs. Few EU policy positions have exhibited such 

persistent ambiguity as the moratorium. What is interesting in this case is that Lieberman and 

Gray argues that the moratorium demonstrated the value of ambiguity in EU politics. 

 

Because of the different interpretations of the moratorium, most parties can claim that their 

positions have been vindicated. The Commission can maintain to the United States and the 

WTO that there never was an official moratorium, and that even if there was an unofficial 

moratorium, it has ended. The anti-GM Member States can maintain to their electorate and 

                                                 
468 There are several reasons for the ambiguity regarding under which period the moratorium took place. Some 
argue that in reality the moratorium started earlier because of the member states’ resistance to approving GM 
products could be interpreted as an unofficial moratorium. Regarding the end of the moratorium one could argue 
that it ended in 2003 as new legislation was introduced or with the first GM approval in 2004 or one could also 
argue that the resistance to GMOs is still vast in many member states so in reality one could in fact still talk 
about a moratorium. For a lengthy discussion about this issue see S. Lieberman and T. Gray, “The so-called 
‘moratorium’ on the licensing of new genetically modified (GM) products by the European Union 1998-2004: a 
study in ambiguity,” Environmental Politics 15, no. 4 (2006): 592-609. 
469 Ibid., 593. 

TimeTimeTimeTime    EventsEventsEventsEvents    

1992 First proposal for the Novel Food Regulation by the European Commission 

1996 (March)  Start of BSE crisis, questioning of EU food safety regulations 

1996 (Dec)  GM soybeans imported to Europe from USA 

1997 (Jan)  Commission approves sale of GM maize; three member states invoked safeguard clause 

1997 (Jan)  Council adopts the Novel Food Regulation 

1997 (May) The Novel Food Regulation come into force in the EU 

1998 Oct  Start of de facto moratorium on approval of new GM varieties 

1999 June  Declaration of moratorium on GM approvals by the member states France, Denmark, Greece, 

Italy and Luxembourg 

2004 End of the de facto moratorium through the first approval GM products since the moratorium  
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the environmental movement that the moratorium on approvals of new GM crops for 

cultivation is still effectively in place.470  

 

It seems rather strange that there has not been more academic interest in the moratorium 

considering the importance it had for European GM policy and the economic effects on US 

imports. The transatlantic dispute between the EU and the US culminated when the US 

together with Canada and Argentina complained to the WTO about unfair discrimination of 

their GM products. The launch of the WTO case was on 13 May 2003 and in 2006 the WTO 

declared that the moratorium was an illegal trade barrier. In a 1,050 page report, the WTO 

argued that the national bans for eight GM products by the European member states Germany, 

France, Austria, Greece, and Luxembourg were not justified, according to the report.471 The 

main reason for that conclusion by the WTO was that the EU countries did not provide 

scientific evidence for any health or environmental danger associated with the products. 

Therefore the WTO argued that the EU unduly delayed the approval of GM products. The 

transatlantic dispute is not at focused in this study but instead I will focus on the member 

states and the European regulatory institutions involved in the legislative process during this 

episode. I will especially analyse the European Council’s role in the moratorium. 

 

The moratorium existed de facto, meaning that there never was any legal enactment regarding 

its beginning or end. Since October 1998, not a single GM product has been authorized 

among the member states in Europe.472 In June 1999, France, Denmark, Greece, Italy, and 

Luxembourg declared that they had decided to stop all new authorisations of GMOs during a 

European Council meeting. The motive for the moratorium was that the above member states 

required a more transparent regulatory framework and a more progressive risk assessment in 

order to restore public and market confidence. I will return to this event when I discuss the 

Council’s role in the moratorium. It has been argued that the reason for that the member states 

blocked new authorisations of GM products was that the regulative process of introducing 

labelling and traceability mechanisms took too long in the EU.473 

 

                                                 
470 Ibid., 607. 
471 “WTO ruling: Hollow victory for the US,” European Biotechnology Science and Industry News 5, (2006). 
472 E. Tsioumani, “Genetically modified organisms in the EU: Public attitudes and regulatory developments,” 
Review of European Community and International Environmental Law 13, no.3 (2004): 279-288. 
473 J. Lezaun, “Creating a New Object of Government: Making Genetically Modified Organisms Traceable” 
Social Studies of Science 36, no 4 (2006): 503.  
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In 2004, the European Commission authorized Syngenta to market genetically modified (GM) 

maize, which I mentioned before, is considered to mark one of the officially closures of the 

moratorium. It was the first approval of a GM product by the EU in more than five years.474 

One main reason that the moratorium could be drawn to an end was the policymaking effort 

to radically revise the European regulation on GMOs. This has partly been done as a response 

to public fears about GMOs, but it has also been a major concern of the European 

Commission to put an end to the de facto moratorium on the authorization and marketing of 

GM products in the EU. 

 

In the previous chapter I discussed the policy process of adopting the European Union first 

binding regulations on GM food and crops (Directive 90/220). After the directive was passed, 

the public and governmental criticism towards the directive grew stronger and soon it was 

obvious that the directive needed to be improved.475 The criticisms were addressed to certain 

aspects in the regulation, such as, risk assessment, safety measures, monitoring and labelling. 

The regulation of GMOs has also aroused strong societal opposition among the member states 

in the European Union. By the mid 90s, many citizens in Europe had started to mistrust the 

regulatory practise concerning GMOs and a growing doubt about the safety of human 

consumption and risks to the environment of GMOs had become problematic.476 It has been 

argued that the public opposition contributed to the moratorium on the commercialisation of 

new GM crops in 1996.477 I will argue that the public opposition is in fact the most 

contributing cause to the moratorium. I will develop this argument further in this chapter and 

more important, I will discuss the consequences it had for the relationship between the 

Commission, the Council, and the Parliament. 

 

Since the moratorium, the regulatory frame has been continuously revised in order to prevent 

further public mistrust and to rebuild market confidence in Europe. During the moratorium, 

the European Union produced various scientific and technical regulative reforms in order to 

                                                 
474 “European Union approves GM maize,” Chemical Market Reporter 265, no 21 (2004). There seems to be 
some confusion regarding which GM product that was the first to be approved and thus lift the moratorium. 
Other sources declare that it was Syngenta’s genetically modified (GM) Bt-11 corn that was the first GM food to 
be approved since the moratorium on GM imports took effect in 1998. K. Sissel, “EU approves Syngenta’s GM 
corn,” Chemical Week 166, no. 18 (2004). 
475 W. Th. Douma & M. Matthee, “Towards new EC rules on the release of genetically modified organisms,” 
Review of European Community and International Environmental Law 8, no. 2 (1999). 
476 D. Barling, “GM crops, biodiversity and the European agri-environment: Regulatory regime lacunae and 
revision,” European Environment 10, no 4 (2000). 
477 Y. Devos, D. Reheul, D. De Waele, and L. Van Speybroeck, “The interplay between societal concerns and the 
regulatory frame on GM crops in the European Union,” Environmental Biosafety Research 5, no. 3 (2006). 
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meet societal concerns relating to the safety of GM crops. The most important was the 

Regulation on Novel Foods and Food Ingredients (258/97), which came into effect on 15 

May 1997. I argue that the Novel Food Regulation indicated the first shift from an industry-

driven policy approach to a more consumer-sensitive policy approach. Even if this approach 

had been requested by NGOs, it nevertheless was comprehended as a failure from a consumer 

perspective, or worse, some NGOs argued that it could be interpreted as an attempt from the 

Commission to sneak GMOs into the European market. I will in the following discuss the 

different receptions and interpretations of the Novel Food Regulation and how it related to 

issues of public resistance to GMOs by coinciding with other events, such as the large-scale 

market introduction of GMOs in Europe. There is a link between the Novel Food Regulation, 

the market introduction and the moratorium, which will influence further European 

policymaking in this area. A common denominator that links these different events together is 

the European public, and during the period that I will discuss in this chapter, European 

policymaking concerning GMOs began to approach values expressed in the public sphere. 

 

6.2.1. The Novel Food Regulation 

The disputes in Europe regarding GMOs had been played out in different arenas such as the 

EU, among and within the member states, among different actors such as NGOs and the 

industry as well as in the public sphere both through the media but also in public discussions 

and debates. Debates about the first GMO directive (90/220) had a strong focus on epistemic 

uncertainties about possible negative consequences with GMOs, which in turn led to scientific 

controversies about how a sound risk assessment should be carried out and how GMOs should 

be labelled.478 But the controversies did in time settle or at least the level of conflict fell in 

most countries in Europe.479 The Commission recognised the problems that were expressed 

by NGOs and member states regarding risk assessments and labelling issues and declared in 

1992 that they were working on a new regulative framework that set out rules for the 

authorisation and labelling of novel foods including GMOs. 

 

The policy process of making the new regulative regime for novel food contained a lot of 

challenges and difficulties for the policy makers. Besides many subjects of legal and technical 

                                                 
478 By epistemic uncertainties it is meant that this period was framed with questions such as: what is the 
probability for environmental harm? How high/small are the risks with GMOs? These were examples of 
questions that politicians, policymakers and the public put to the scientific community.  
479 L. Frewer, et al. “Societal aspects of genetically modified foods,” Food and Chemical Toxicology 42, no. 7, 
(2004): 1182.  
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concerns, the legislation was also to address issues of a sensitive political nature and mediate 

between diverse interests such as consumers and NGO concerns for GMOs and more market 

driven interests represented by the food industry. That the regulation was politically sensitive 

was probably one reason that The Regulation on Novel Foods and Food Ingredients (258/97) 

was not passed until 1997. One important feature of the Novel Food Regulation was the 

recognition of the consumers’ right to information, which emphasised their possibility to 

make informed choices through the labelling of GMOs to a much higher degree than before. 

 

With the Novel Food Regulation, I suggest, there was a shift towards a more consumer-

friendly approach. With the Novel Food Regulation there is, I would argue, a cautious but 

nonetheless increased shift towards a politicisation of the legal discourse of European GMO 

regulation that did not has exist before. The legal-policy discourse in the earlier Directive 

90/220 depended on a stronger relationship with science and excluded issues of either an 

ethical or political character. In Directive 90/220, the legislation depended on scientific 

knowledge to establish probabilities and cause–effect relationships regarding the risks with 

GMOs. Of course, the Novel Food Regulation did not abandon scientific rationalism for 

cultural relativism. However, one could argue that the regulation is more politically sensitive 

than earlier GMO legislation in the sense that it incorporates a politico-moral dimension to the 

policymaking concerning GMOs to a higher degree. For example, in the Novel Food 

Regulation, the labelling of GMOs was not only a way of describing the characteristics or 

properties of the modifications and the method or process used in the modification, even if 

this was an important part, but labelling could also be done on ethical grounds. It was the first 

time, to my knowledge, that an EU regulation recognised that ethical concerns was a reason 

for labelling GM products. According to the Novel Food Regulation, the consumer had the 

right to be informed about: 

 

The presence in the novel food or food ingredients of material which is not present in an 

existing equivalent foodstuff and which gives rise to ethical concerns.480  

 

Furthermore, the Novel Food Regulation stipulated that the consumer should be informed 

whether there existed organisms that had been modified by techniques of genetic 

                                                 
480 Regulation (EC) 258/97/EC of the European Parliament and of the Council (OJ L43, p1, 14/02/1997) of 27 
January 1997 concerning novel foods and novel food ingredients amended by Regulation 1829/2003 of the 
European Parliament and of the Council (OJ L268, p1, 18/10/2003) of 22 September 2003 on genetically 
modified food and feed, article 8.   
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modification.481 It could be argued that the normative basis for accepting products and 

processes was made on more legitimate grounds as it recognised that ethical concerns could 

be expressed in the labelling of GMOs. But with the sentence “which is not present in an 

existing equivalent foodstuff” in the above quote it is also obvious that the concept of 

substantial equivalence had prevailed even in the Novel Food Regulation.482 

 

It could also be argued that making the regulation more politically sensitive was a strategy for 

deploying other ways of integrating GM technology into society and creating possibilities for 

maintaining a single GM market in the future. By moving the decision of using or not using 

GM products out in the public sphere to the consumers, the European Commission provided a 

choice for citizens whether or not to use a certain product containing GMOs but the 

technology in itself would nevertheless be deployed by society at large and more importantly, 

would has deployed through a regulative framework that legitimizes its existence by 

transferring the responsibility of using GMOs from an institutional level to an individual 

level. It follows a logic that is based on the assumption that consumers who purchase GM 

products also consent to the technology that is used when creating those GM products. This 

strategy, I suggest, is an example of how the Novel Food Regulation functioned as a kind of 

mediator between public interests and more industry-driven interest because it tried to 

respond to a public discourse that was supported by environmental NGOs and was known as 

the ‘right to choose’ movement without jeopardizing the internal market. 

 

The Novel Food Regulation could be argued to be in a state of regulatory “anxiety” with the 

intention of being more “consumer-friendly” and at the same time take the internal market 

into consideration. However, the reference to ethical concerns connected with issues in the 

public sphere, and so dissolved some of the regulatory “tension” of ethical concerns by 

expressing those concerns in the regulation. Thus the reflexive character in the legislation was 

a regulatory pre-empting move to dissolve the tension and conflict that had started to arise in 

Europe regarding GMOs. By including the idea that the consumer has a right to be informed 

about ethical concerns it could be seen as an example of how public opinion-formation in the 

‘weak’ public sphere has been processed through the ‘strong’ public spheres, i.e. official 

political institutions. Hence, the Novel Food Regulation attempt to incorporate a more 

                                                 
481 Ibid.   
482 In Directive 90/220 the concept of substantial equivalence existed through the introduction of ‘simplified 
procedures’ for GM products that fall in the category of being substantially equivalent. See chapter 5. 
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consumer-friendly approach could be comprehended as moving away from using the law as 

solely a steering medium for the capitalist enterprise of protecting the internal market and 

instead increasing the validity of the GMO regulations by relating the GMO regulation to 

normative components in the lifeworld. 

 

The Novel Food Regulation did however immediately get into difficulties. Only months 

before the Novel Food Regulation was to be finalized, a new controversy arose, which 

highlighted the limitations and inadequacy of the new regulation. The controversy was caused 

by the first large-scale import of genetically modified crops and food in Europe.483 

 

6.2.2. The Large-scale Market Introduction of GMOs in Europe 

The import of GM crops from USA could not have been introduced at a more unsuitable time. 

The EU had just experienced the scandal over BSE, which affected the public trust in 

scientific experts. The distrust in experts was a result of the failure by the scientific 

community to connect human Creutzfeldt-Jakob disease and BSE. Bovine Spongiform 

Encephalitis (BSE) is a nerve-tissue disease known as scrapie disease in sheep. The cattle 

probably acquired the disease by being fed food derived from sheep carcasses. Nevertheless, 

experts maintained that any transmission between species was impossible. At this time, an 

unusual number of new cases of human Creutzfeldt-Jakob disease occurred in the UK but 

experts again maintained that there was no indication of trans-species transmission between 

cattle and humans. But in 1995 a secret report found its way to the public sphere, confirming 

the possibility of a link.484 The relationship between BSE and Creutzfeldt-Jakob disease later 

became officially accepted. Even if BSE and GMO are completely unrelated, it both aroused 

concerns about the effects of industrialized agriculture management and its effects on food 

safety. 

 

During the winter of 1995/96, the EU discussed the approval of Monsanto’s GM soya, which 

was genetically modified by Monsanto in order to resist the herbicide Round-up. Despite 

opposition by NGOs, such as Greenpeace, a European Commission committee approved the 
                                                 
483 L. Frewer, et al. “Societal aspects of genetically modified foods,” 1182. Frewer is arguing that this 
controversy is the second international controversy with the first major international controversy being the 
legislative effort in late 1980s made by member states and later the European Commission leading to the first 
Directive 90/220. See chapter 5.  
484 H. Torgersen et. al. “Promise, problems and proxies: twenty-five years of debate and regulation in Europe,” in 
Biotechnology – the Making of a Global Controversy, eds. M. W. Bauer and G. Gaskell, (Cambridge: Cambridge 
University Press, 2002), 86n69.  
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import of soybeans in early 1996,485 and in late 1996, genetically modified soybeans reached 

European harbours. When the imported genetically modified soya arrived it was mixed with 

conventional soya, a practice which is both legal and common in the US.486 The mixed soya 

came to have far-reaching effects that the EU did not anticipate. Helge Torgersen et. al. argue 

that: 

 

The soya case changed the frames of the regulatory debate away from an emphasis on 

scientific risk assessment towards finding ways to deal with consumer interests. When the 

importation of GM soya and maize from the USA to Europe began some months after the 

outbreak of the BSE crisis, trust in experts who had consistently reassured the public about 

food safety had already been shaken. The assumption that consumers would generally 

accept GM food (were it available) proved to be wrong in spite of previously successful 

market introductions into the UK.487 

 

I agree with Torgersen et. al. that the soya case triggered a shift from an emphasis on 

scientific risk assessment towards approaching consumer interests. The shift in the regulatory 

debate, as the quote above addresses, is clearly illustrated in the amendments process with 

Directive 2001/18, which I will discuss in length in the next chapter. The soya case 

nevertheless triggered a new public debate about GMOs but the change in the regulatory 

debate was caused through a complex interplay, which I intend to trace in this chapter. 

 

Consumer organisations and environmental NGOs reacted immediately to the import and 

started to campaign against the imported GM product. For example, Greenpeace blockaded 

shipments at the Belgian ports of Antwerp and Ghent and also staged a protest demonstration 

at the headquarters of Swiss food manufacturer Nestle.488 Also several European food retailers 

refused to sell products containing the genetically modified soybeans and several food 

manufacturers decided not to use Monsanto’s soybeans.489 The resistance to the GM soya 

                                                 
485 Chemical Week, vol. 158, no. 12, (March 27, 1996), 6. 
486 The soya was a mixture with 2 per cent of the genetically modified soya strain known as Roundup Ready 
soya. The genetic modification in Roundup Ready soya renders it resistant to Glyphosate which is the active 
ingredients in ‘Round-up’, a herbicide produced by Monsanto and one of the most widely used agriculture 
chemicals in the world.   
487 H. Torgersen et. al. “Promise, problems and proxies: twenty-five years of debate and regulation in Europe,” 
62. The previous market introduction mentioned in the quote refers to a small-scale market introduction of 
genetically modified tomato paste in 1995. The product did not raise any public debate and sold well but in this 
case the consumer could choose between the GM product and the conventional tomato paste, as the GM products 
were labelled.  
488 Chemical Week, vol. 158, no. 45 (20 November 1996), 8. 
489 Ibid. 
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probably took the European Commission of guard, as earlier small-scale introduction of GM 

products in the UK did not meet the same resistance or make the same public debate. 

 

From a regulatory perspective, the GMO import came to have far-reaching consequences. 

David Barling has reviewed the European response to the large-scale market introduction of 

genetically modified crops into the European Union.490 The import of the modified soya 

revealed a loophole in the new Novel Food Regulation. The problem was that the EU 

Commission had excluded food additives in the Novel Food Regulation because they were 

already legislated under existing regulations.491 Estimations were made that up to 60 percent 

of foodstuffs on sale in Europe would contain GM soybeans derivates but would not be 

labelled as such.492 Soon after these estimations had been made public, the European 

Commissioner for Industry declared that the labelling provisions would need revision. It had 

then only been a few months since the Novel Food Regulation was approved.493 The failing of 

the Novel Food Regulation to address the issue of GM additives became a starting point for 

NGOs and consumer to question the regulatory framework for GMOs. According to Barling, 

the introduction of GM crops was met with widespread public concern and opposition, which 

generated a debate over the inadequacies of existing regulatory frameworks in the EU but also 

for consumer choice regarding the labelling provisions.494 

 

In opinion polls such as the Eurobarometer on Biotechnology, it seemed that the public debate 

during the late 1990s came to influence the public attitudes in a negative way.495 The 

increasing public concern and opposition was in many member states transformed into the 

political agenda and came to influence the member states’ position regarding GMO. When the 

European countries’ support for GMO started to drop, many governments were suddenly in 

conflict with the Commission’s industry-driven policy approach. The consequences of the 

                                                 
490 See D. Barling, “The European Response to GM Foods: Rethinking Food Governance,” in Engineering the 

Farm: The Social and Ethical Aspects of Agricultural Biotechnology eds. M. Lappe and B. Bailey (Washington, 
Island Press, 2002). 
491 A.C. Hugget and C. Conzelmann, “EU regulation on novel foods: Consequences for the food industry,”   
Trends in Food Science and Technology 8, no. 5 (1997): 133-139. 
492 D. Barling, “The European Response to GM Foods: Rethinking Food Governance,” 105-106. 
493 Ibid., 106. 
494 Ibid., 95. 
495 A. Melich, Eurobarometer 52.1: Modern Biotechnology, Quality of Life, and Consumers' Access to Justice, 

November-December 1999, [Computer file]. ICPSR02893-v3. Conducted by INRA (Europe), Brussels. Cologne, 
Germany: Zentralarchiv fur Empirische Sozialforschung [producer], 2006. Cologne, Germany: Zentralarchiv fur 
Empirische Sozialforschung/Ann Arbor, MI: Inter-university Consortium for Political and Social Research 
[distributors], 2007-02-12. doi:10.3886/ICPSR02893 
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changed attitude among the member states are important in order to understand European 

GMO policy. I will therefore devote the rest of this chapter to this issue. 

 

6.3. Precautionary Politics in the Making: The 

Moratorium 

Before the import of GMOs in 1996 it is important to remember that there had been earlier 

disagreement among the member states. For example, when it came to European member 

states’ reactions to Directive 90/220, the predicament was that certain countries had 

difficulties agreeing on important parts of the directive, such as risk assessment boundaries 

and how the labelling of GMOs should be carried out. For example, during the negotiations 

about Directive 90/220, Germany, Denmark, and the Netherlands had opposed the 

Commission’s industry-driven proposal for voluntary labelling of GMOs.496 When the final 

regulations were passed, the Commission tried to overcome the controversy by introducing 

labelling for live GMOs, as well as for final products that were not equivalent to existing food 

or ingredients. Even if the Commission had tried to meet the labelling requirements from the 

member states, the requirements incorporated by the Commission in Directive 90/220 were 

not enough. Barling criticizes the risk assessment procedures in the directive as being vague, 

unclear, and failing to address the possibilities of negative consequences for ecological 

systems in terms of the impacts on local and regional biodiversity in Europe.497 

 

With the import of GMOs to Europe, the disagreements among member states about risk and 

labelling were given new fuel. In line with the argument from NGOs, consumer groups and 

food retailers, several member states started now to argue for a stricter regulative regime 

concerning GMOs and refused to import and authorise new GMOs until the Commission had 

addressed the issues properly. The disputes intensified in 1999, several years after the market 

introduction. Between 1996 and 1999, several organisations appealed for a temporary stop in 

import and approval of new GMOs until the disagreements could be settled. But it was not 

only consumer and environmental NGOs that wanted a temporary moratorium. For example, 

in May 1999, the British Medical Association called for a moratorium on the commercial 

planting of genetically modified crops until the long-term environmental effects were more 

                                                 
496 D. Barling, “The European Response to GM Foods: Rethinking Food Governance,” 105. 
497 Ibid., 104. 
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understood.498 The British Medical Association also expressed worries about public health 

and wanted a stop for commercial GM products until the possible effects of how GMOs could 

affect people with allergenic were investigated in further detail. 

 

During 1999, several meetings with the European Environmental Council were planned. The 

European Council consists of the ministers from the governments of the member states and is 

organised into several sectoral councils of national ministers, such as the Council of 

Environment ministers. The Council plays an important role regarding the policy making in 

the EU. It has both executive and legislative functions, it sets the long-term policy agenda and 

is the dominant chamber in the EU legislative process. The Council has therefore been 

referred to as the “decision-making centre”499 or as “a locus of power”500 in the EU. The 

Council has a prominent role among the EU institutions because the Council set guidelines 

and objectives for the Commission and also monitors the work of the Commission regarding 

the implementation of these guidelines. Hayes-Renshaw and Wallace have described the 

executive powers of the Council as having more of a political decision-maker role than a legal 

one.501 The unfolding of events during 1999 emphasised the political role of the Council, as it 

had to cope with member states that defied ordinary decision protocol. 

 

The first meeting of the Environment Council in 1999 took place on March 11. During this 

meeting GMOs were not supposed to be discussed. Nevertheless there was a possibility for 

the Member States’ Ministers to take up other issues at the end of the meeting. Under the 

headline ‘Other business’ the Communication Press stated that through interventions by the 

UK delegation and the Commission,  the issue of amendment to Directive 90/220/EEC should 

be put on the agenda for the next Environment Council meeting in June.502 

 

The next meeting of the Environment Council is often described as the event when the 

moratorium went from unofficial EU policy to being official.503 The meeting took place on 

                                                 
498 B. Hileman, “U.K. moratorium on biotech crops urged,” Chemical & Engineering News 77, no 21 (May 24, 
1999). 
499 W. Wessels, “The EC Council: The Community Decisionmaking Center,” in The New European Community: 

Decisionmaking and Institutional Change eds. R. O. Keohane and S. Hoffman (Boulder: Westview Press, 1991). 
500 J. Peterson and M. Shackleton, The Institutions of the European Union (London: Oxford University Press, 
2002), 30. 
501 F. Hayes-Renshaw and H. Wallace, The Council of Ministers (London: Macmillian, 1997).  
502 2165th Environment Council meeting, nr. 6546/99, Luxembourg, (11 March 1999).   
503 S. Lieberman and T. Gray, “The so-called ‘moratorium’ on the licensing of new genetically modified (GM) 
products by the European Union 1998-2004: a study in ambiguity,” Environmental Politics 15, no 4, (2006): 
592-609. 
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June 25, 1999, and during the meeting the member states were trying to reach a political 

agreement on the revision of Directive 90/220. Important issues that were discussed were 

labelling and the traceability of GMOs. During the meeting it was decided that:504 

 

Labelling, at all stages of the placing on the market, is mandatory and it must be stated 

clearly “this product contains genetically modified organisms”. Thresholds may be 

established for each product below which products containing adventitious or technically 

unavoidable traces of GMOs are not to be labelled.  

 

Labelling requirements are complemented by provisions on the traceability of GMOs 

enabling competent authorities to keep track of GMOs through the various stages of their 

market life. 

 

Besides important decisions such as the two above, a constellation of two groups of member 

states stated some extra declarations. There were two different declarations with two different 

clusters of member states. In the first declaration the member states Denmark, Greece, France, 

Italy, and Luxembourg declared that they intended to postpone all steps towards new 

authorisation for the growing and placing of GMOs on the market. The two main arguments 

for this standpoint were that (a) “…a tighter, more transparent framework, in particular for 

risk assessment, having regard to the specifics of European ecosystem, monitoring and 

labelling”505 was necessary. That the member states argued for a tighter and more 

transformative regulative framework indicated an ambition for more regulation than 

deregulation. It is a standpoint opposite to the industry-driven policy approach represented by 

the European Commission. Furthermore, that risk assessments must take consideration of the 

specifics of the European ecosystem indicates a more far-reaching risk assessment than 

before. It is worth noting that during the 1990s, the Commission had proposed simplified risk 

assessment procedures in order to facilitate the GM industry being able to get their GM 

product out on the market more rapidly.506 Secondly, the above member states also argued 

that (b) there was a “need to restore public and market confidence.”507 This statement 

indicates that the member states took the public concern seriously and that the public 

resistance to GMOs did contribute to change EU policies. 

 
                                                 
504 2194th Environment Council meeting, nr. 9406/99, Luxembourg, (24/25 June 1999). 
505 Ibid.   
506 See chapter 5 for a more detailed discussion about the Commission standpoint regarding simplified risk 
assessment procedures.  
507 2194th Environment Council meeting, (24/25 June 1999).   
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In order to compel the Commission to address these issues the member states argued that: 

 

…the importance of the Commission submitting without delay full draft rules ensuring 

labelling and traceability of GMOs and GMO-derived products and state that, pending the 

adoption of such rules, in accordance with preventive and precautionary principles, they 

will take steps to have any new authorisations for growing and placing on the market 

suspended.508  

 

It could be argued that these member states legitimize their standpoint from a political point 

of view based on the consumer perspective. The precautionary principle became a key 

regulative strategy by functioning as a legitimate resource to connect consumer perspectives 

into the realms of policymaking on EU level. 

 

In the second declaration, the member states Austria, Belgium, Finland, Germany, The 

Netherlands, Spain, and Sweden made similar statements to those expressed in the first 

declaration. The similarities were that the second declaration also argued for a stricter and 

transparent framework regarding risk, monitoring and labelling and that public trust needed to 

be restored.509 Furthermore, the member states behind the second declaration argued for a: 

 

…rapid finalisation of the legislative process concerning the proposal for an amendment of 

Directive 90/220/EEC and invite the European Parliament to join the Council and the 

Commission in their intention so that the legislative process can be rapidly finalised.510   

 

The member states behind the second declaration argued that their governments intended:511 

 

1. to take a thoroughly precautionary approach in dealing with notification and 

authorisations for the placing on the market of GMOs, 

 

2. not to authorise the placing on the market of any GMOs until it is demonstrated that there 

are no adverse effects on the environment and human health, and 

 

3. to the extent legally possible to apply immediately the principles, especially regarding 

traceability and labelling, laid down in the political agreement for a revision of Directive 

90/220/EEC reached by the Council on 24/25 June 1999. 

                                                 
508 Ibid. My emphasis. 
509 Ibid. 
510 Ibid. 
511 Ibid. 
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The member states behind the two declarations thus supported a moratorium on GMOs. It 

could nevertheless be argued that the second declaration did not go so far as the first 

declaration. The first declaration argued for “preventive and precautionary principles” while 

the member states in the second declaration argued that a “thoroughly precautionary 

approach” should be taken. 

 

Hence, in both declarations the member states referred to the precautionary principle or at 

least a precautionary approach. It gave the precautionary principle a strong support among the 

national states in Europe. In that sense there seemed to be consensus among the member 

states to refer to the precautionary principle in the GMO legislation. One could argue that the 

moratorium was a breakthrough for a more precautionary politics. 

 

By arguing for immediately applying the principles of traceability and labelling, these 

member states, I suggest, tried to open up a regulative space where it was possible to avoid 

the rising deadlock between the member states and the Commission. If these principles could 

be used directly, the argument from the member states behind the first declaration would fall. 

In the second declaration the member states also emphasised that the use of the principles of 

labelling and traceability only should be applied when it was legally possible. They 

recognised that the Commission had to take into account legally binding agreements with 

both external agents such as the WTO, but also agreements regarding the internal market and 

free trade regulations. Other similarities in the declarations concerned the demands for a 

stricter and more transparent framework, especially regarding risk and that the member states 

expressed their concern over the lack of public trust for GMOs. The governments’ concern for 

public opinion should not be underestimated. In table 8, there are changes in public attitudes 

in the member states regarding two biotechnology applications, namely GM crops and GM 

food, from year 1996 to 1999.512 The member states behind the first declaration are marked 

with (1) and those behind the second declaration are market with (2). The table shows the 

percentage of support for the different applications. 

 

 

                                                 
512 The table is adapted from G. Gaskell, N. Allum and S. Stares, Europeans and Biotechnology in 2002, 
Eurobarometer 58.0. A report to the EC Directorate General for Research from the project ‘Life Sciences in 

European Society’ QLG7-CT-1999-00286, 2nd Edition, March 21st 2003. Available at 
http://www.oeaw.ac.at/ita/ebene5/HT_1176.pdf. (Accessed 1 October 2007).  
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Table 8: National changes in support for GM products 1996-1999. Source: Adapted with modifications from 
Gaskell et al. 2003, table 5 p.18 

    GM cropsGM cropsGM cropsGM crops        GM foodGM foodGM foodGM food        

 1996199619961996    1999199919991999    1996199619961996    1999199919991999    

DenmaDenmaDenmaDenmark (1)rk (1)rk (1)rk (1)    68 58 43 35 

France (1)France (1)France (1)France (1)    79 54 54 35 

Greece (1)Greece (1)Greece (1)Greece (1)    77 45 49 19 

Italy (1)Italy (1)Italy (1)Italy (1)    86 78 61 49 

Luxembourg (1) Luxembourg (1) Luxembourg (1) Luxembourg (1)     70 42 56 30 

Austria (2)Austria (2)Austria (2)Austria (2)    39 41 31 30 

Belgium (2)Belgium (2)Belgium (2)Belgium (2)    89 74 72 47 

Finland (2)Finland (2)Finland (2)Finland (2)    88 81 77 69 

Germany (2)Germany (2)Germany (2)Germany (2)    73 69 56 49 

The Netherlands (2)The Netherlands (2)The Netherlands (2)The Netherlands (2)    87 82 78 75 

SpaSpaSpaSpain (2)in (2)in (2)in (2)    86 87 80 70 

Sweden (2)Sweden (2)Sweden (2)Sweden (2)    73 61 42 41 

IrelandIrelandIrelandIreland    84 67 73 56 

PortugalPortugalPortugalPortugal    90 81 72 55 

The United KingdomThe United KingdomThe United KingdomThe United Kingdom    85 63 67 47 

 

It is interesting to note that the member states that supported the moratorium in the first 

declaration also had the least support for GMO applications among the European public, with 

Italy being an exception to this. That the support for GM crops is higher than for GM food 

might reflect that consumers are more concerned with issues related to food health and the 

consumption of GMOs than of environmental issues relating to the use of GM crops.513 In 

general, all European countries express a moderate or large decline in the support for GM 

crops and GM food during the time period 1996 to 1999. Especially the GM food applications 

find poor support apart from in Finland, The Netherlands, Spain, Ireland and Portugal which 

in 1999 still have more than 50% support. But in 1996 there were 11 member states that had 

more than 50% support for GM food applications and in 1999 there are 5 member states that 

were above 50%. With this table I want to illustrate just how poor the support was in most of 

the European countries and especially in the countries that supported the moratorium. The 

Council is composed of Ministers from the governments of the EU member states, whose 

main goal is to be re-elected to national government office.514 It is thus no surprise that if the 

                                                 
513 See for example D. Toke, The Politics of GM Food. A comparative study of the UK, USA and EU (New York: 
Routledge, 2004) 175-176.  
514 I will return to the connection between governments and the EU institutions when I discuss how politics turns 
into policymaking.   
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legislation before the Council threatens the interests of the key voting groups for the parties 

that make up the government, the government will try to block the legislation. It is tempting 

to attribute the moratorium to the decreasing support for GM food among the European 

public. 

 

Ireland, Portugal, and the United Kingdom did not support either of the two declarations. In 

Portugal the public debate had always been weak regarding GMOs and thus never reached the 

political agenda. Even when the public debate intensified in other European countries there 

was no public debate in Portugal, neither by the political parties nor the media.515 The absence 

of a public debate and the lack of a political strategy regarding GMOs have been explained by 

the division among scientists regarding the risks and benefits with GMOs.516 Portugal 

together with Spain was also the only European countries that had not suspended any GMO 

authorisation.517 But in December 1999, the Portuguese Ministry of Agriculture withdrew two 

seed varieties that had previously been authorised for sale. Jesuino et. al. has argued that this 

sudden change in policy could be interpreted as a desire for alignment with EU policy.518 

Jesuino et. al. also mentioned that the Portuguese government never gave any technical 

justification for its decision, “the government even bypassed the Council of Experts.”519 It 

seems likely that the decision taken by the Portuguese Ministry of Agriculture was more of a 

political nature than scientific. 

 

The standpoint by the United Kingdom, on the other hand, is a more complex issue. The UK 

had experienced an intense public debate about GMOs. With the importation of Monsanto’s 

GM soya in 1996, the media and certain interest groups had contributed to the public debate. 

After the arrival of Monsanto’s soya a coalition of critical actors emerged. The critics of 

GMOs consisted mostly of environmental NGOs, such as, Greenpeace, Friends of the Earth, 

the Soil Association and other supporters of organic farming, and different consumer 

groups.520 There were also other events that kept the issue of GMOs on the public agenda in 

the UK. For example, Prince Charles called for a public debate about the pros and cons of 

having GM crops growing in Britain; in July 1998 the independent advisory body English 

                                                 
515 J. C. Jesuino et al, ”Representation of biotechnology in Portugal,” in Biotechnology 1996-2000: the years of 

controversy eds. G. Gaskell and M. W. Bauer, (London: Science Museum, 2001), 259. 
516 Ibid., 265. 
517 Ibid., 261. 
518 Ibid. 
519 Ibid. 
520 Ibid., 295. 
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Nature called for a three year moratorium on the commercial planting of GM crops in 

Britain.521 As a result, the three arenas of the public sphere, i.e. policy-making, media 

coverage, and public opinion, became “more interdependent, mutually aware and reflexive”522 

in Britain during the period 1996-2000. In spite of the critique from environmental NGOs and 

consumer groups, Britain decided not to vote for a moratorium or even put pressure on the 

Commission by joining the member states in the second declaration. How should the UK 

standpoint be understood? One explanation can be found if one considers the voting history of 

Britain in European institutions regarding GMO issues. They have routinely vote to support 

GMOs.523 My interpretation is that the only way to support GMOs in this case was to abstain 

from taking part in either of the two declarations. 

 

6.4. The Beginning of the End of the Moratorium 

6.4.1. Regulatory Responses in the EU 

With the risk of agricultural biotechnology not being established on the market at all in 

Europe, the EU started to hasten the development of the Novel Food Regulation.524 As I 

mentioned before, the Commission issued the first proposal for the regulation in 1992. It was 

thought that the Novel Food Regulation could handle the flaws in the Directive on Deliberate 

Release (90/220), which did not specify labelling requirements. A result of changing the 

authorisation policy was that there were major differences between the approvals already 

granted for genetically modified soya and maize under the Directive 90/220 and the products 

given approval under the Novel Food Regulation.525 

 

The policymaking process of introducing labelling procedures in the Novel Food Regulation 

revealed the clash of opinions between member states, the Commission and the Parliament. 

Helge et. al argue that the Commission and the Council had consistently been more 

sympathetic to the industry’s argument than the Parliament was.526 This had led the 

Commission and the Council to attempt to handle the issue of labelling within the economic 

                                                 
521 G. Gaskell et. al. “United Kingdom: spilling the beans on genes” in Biotechnology 1996-2000: the years of 

controversy eds. G. Gaskell and M. W. Bauer, (London: Science Museum, 2001), 295. 
522 Ibid., 305. 
523 P. Kurzer, and A. Cooper, “Consumer Activism, EU Institutions and Global Markets: The Struggle over 
Biotech Foods,” Journal of Public Policy 27, no. 2 (2007): 112. 
524 H. Torgersen et. al. “Promise, problems and proxies: twenty-five years of debate and regulation in Europe,” 
63. 
525 Ibid. 
526 Ibid. 
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and scientific frame, suggesting that labelling should only be needed when the product could 

be harmful for either a single person by allergic reaction or when established risks for the 

public exist. How the product was produced is considered to be of no interest for the 

consumer. The difference between the Commission and the Parliament was that the 

Parliament had a more socio-political approach to labelling and took the consumer choice 

approach. I suggest that during the preparatory regulative process with the Novel Food 

Regulation the Council and the Commission were joined against the Parliament but since then 

there has been a change in the inter-institutional relationship. I argue that there is a shift in the 

Councils’ position towards the Parliament on the Commission’s behalf. The shift is important 

as it opens up possibilities to revise GMO regulation and I will therefore develop the 

circumstances for this episode. 

 

6.5. Political Cohesion and Regulative Bondage in the 

EU: Interpretations of the Moratorium 

Let us summarise the different events that I have outlined in this chapter so far. I began with 

discussing certain aspects of the Novel Food Regulation and the market introduction of 

GMOs in Europe and the realization among NGOs and other interest groups that the Novel 

Food Regulation could not be applied to the market introduction. I have argued that between 

1996 and 1999 there has been a decrease in the support for GM products throughout almost 

all of Europe, which I illustrated in table 8. All these events contributed to keeping GMO in 

the public eye by coverage through media and NGOs and therefore even on the political 

agenda. The public resistance to GMOs reached the political agenda in most of the European 

countries. The declaration by certain member states that they would not authorise any new 

GM products at the meeting of the European Council in 1999 could be seen as the political 

climax of these events. I will therefore try to interpret this event using explanatory theories 

about executive powers, delegation, and discretion in the EU.527 

 

                                                 
527 I will here extensively use Hix’s book about EU politics, S. Hix, The Political System of the European Union 
(London: MacMillan Press, 1999). Hix starts from a political science perspective in order to analyse the political 
system in the EU. This is worth noting, as I do not start from a political science perspective, but in this specific 
case, regarding the EU Council meeting, it provides an explanatory model that is useful for understanding the 
outcome of this meeting as well as how policy implementation and regulation are negotiated between the 
Commission and the Council. It also brings an understanding of how political steering is employed when 
executive tasks and powers are divided between different actors and bodies such as between the EU governments 
and the European Commission. See also M.A. Pollack. “Delegation, Agency and Agenda Setting in the 
European Community,” International Organization, vol. 51, no. 1, pp. 99-134, 1997. 
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Throughout the history of the EU there have been successive treaty reforms and secondary 

legislation, which has caused the executive powers to be shared in the EU between the 

Commission and the Council.528 Thus, some decision-making tasks and institutional 

configurations give more powers to some agents than others. I earlier mentioned that I would 

develop the arguments for how politics are turned into policy making and the connection 

between governments and the EU institutions. Hix argues that there are two side-effects 

regarding the fact that EU governments are composed of national political parties whose 

primary goal is to be re-elected. The first side-effect concerns the fact that governments try to 

benefit from policymaking on the national level, and second, the governments have limited 

time horizons.529 Governments tried to benefit from policymaking by exploiting those EU 

policies that are close to their own electoral commitments, supporting certain interest groups, 

that are in line with their domestic public opinion, or directly benefit certain groups of voters. 

In relation to this, there is the issue of the governments’ limited time horizon. On the 

governments’ agenda, the domestic impacts of EU decisions and the short-term political 

benefit is more important than the long-term impact of EU decisions.530 This has certain 

consequences for the EU in the connection between politics and policy-making. 

 

First, if one follows Hix’s explanation of the relationship between governments and the EU 

institutions when it comes to executive powers, delegation and discretion in the EU and the 

government’s dependency on domestic public opinion, then public opinion and party 

competition will come to shape the preferences and strategies that the actors take in the 

policy-making process. Second, how the interest’s representation is structured will also shape 

policy outcomes.531 Strong lobby groups will more easily to influence the policy process. 

Third, the institutional rules in the EU generate particular policy outcomes. For example, the 
                                                 
528 See K. Lenaerts, “Some Reflections on the Separation of Powers in the European Community,” Common 

Market Law Review 28, no. 1 (1991): 11-35. 
529 S. Hix, The Political System of the European Union, 360. 
530 The above understanding of the policymaking effort in the EU as a struggle for power and political influence 
among the governments, so-called ‘power politics’, argues that parties and interest groups are mainly interested 
in gaining office or realising certain interests. The results of political outcomes should in this view be interpreted 
as compromises that reflect political or societal balance of power. See for example J. Schumpeter, Capitalism, 

Socialism and Democracy (London: Taylor & Francis, [1943] 1994). The ‘power politics’ concept has been 
criticised for being one-sided by advocators of deliberative or discursive democracy, who emphasise that the 
legitimacy of the legal norms rests on the communicative qualities of the democratic process. An influential 
work regarding deliberative democracy is J. Habermas, Between Facts and Norms: Contributions to a Discourse 

Theory of Law and Democracy (Cambridge: Polity Press, [1992] 1998). This book has stimulated the debate 
about deliberative democracy. See for example R. Von Schomberg and K. Baynes, eds., Discourse and 

Democracy: Essays on Habermas’s Between Facts and Norms (Albany: State University of New York Press, 
2002) and M. Rosenfeld and A. Arato, eds., Habermas on Law and Democracy: Critical Exchanges (Los 
Angeles: University of California Press, 1998). 
531 S. Hix, The Political System of the European Union, 361. 
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Commission have used their powers to protect their own institutional interests in the EU 

system.532 Fourth, the legislative rules also shape policy outcomes. Hix gives several 

examples; qualified-majority voting in the Council has brought agreement on deregulatory 

policies. The EP has used its powers under the co-decision procedures to promote certain 

policies.533 It is interesting that Hix notices that there is an increasing awareness of the 

political/policy relationship among EU citizens and non-governing party elites, which, 

according to Hix, results in “increasing restrictions on the freedom of manoeuvre of elites at 

the EU level.”534 I interpret Hix’s note about restrictions of elites at the EU level as an 

increased possibility for a reflexive politics. With the increasing awareness regarding the 

connections between politics and policy, it might open up the possibilities for shifting away 

from ‘power politics’ to a politics that seeks its legitimacy through communicative rationality. 

The reason for this, I would suggest, is that with a political public sphere where arguments 

and reasons have become more transparent, the policy process as primarily an outcome from 

arenas where the actors’ main goal is a struggle for power and political influence will start to 

lose legitimacy. Empirically, this move towards a communicative rationality would be 

expressed by a higher number of consumer and environmental groups trying to interfere in the 

policy process on behalf of stronger lobby groups. As deliberative decision-making 

procedures are broadly inclusive, groups representing minority interests, or “weak” interests 

such as consumer and environmental issues, may be able to affect future outcomes in the 

policy process to a greater extent than earlier. By focusing on the deliberative approach there 

is a shift from instrumental cooperation (power politics) to rational cooperation (discursive 

politics). 

 

The moratorium could be interpreted as an example of how different governments in Europe 

had tried to move the Commission’s original policy intention towards their own preferences. 

Hix has argued that a result of the delegation of powers in the EU often ends up in a 

“bureaucratic drift”.535 The drift is caused by the member states’ use of what Hix refers to as 

“policy discretion” which is used in order to move final policy outcomes closer to the member 

states’ own ideal position. I will here use Hix’s explanation of the bureaucratic drift in order 

to explain the outcome of the Council meeting. Hix does not discuss the Council meeting in 
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particular but does provide a theoretical frame for understanding how member states and the 

Commission try to influence policymaking. 

 

In Figure 1 the phenomenon is illustrated. In the figure the policy-space is simplified into two 

dimensions where I have positioned the two different declarations that I have discussed 

earlier, together with the member states the UK, Ireland and Portugal (the group Others in the 

figure), which in this illustration are put together for explanatory purposes. On the horizontal 

axis I have the scale of more or less regulation and on the vertical axis I have the scale of 

scientific or political dimensions in the legislation. The three positions that are constituted by 

the member states are to be considered as ideal policy preferences and together they make a 

triangle that constitutes the ‘core’ of intergovernmental preferences. The Commission has 

their own ideal policy position outside this core.  

 

Regarding GMO in this case, the Commission’s position could be said to be a policy focused 

on the internal market and the industry. The policy positions of declaration 1 and 2 could be 

said to be focused on a precautionary approach and consumer interests.536 The governments 

then agree on a legislative position on, in this case GMOs, at position X inside their ‘policy 

core’. But the Commission is responsible for implementing this legislation, which creates 

opportunities for them to move the policy outcome away from X towards their own ideal 

policy preferences.  

 

According to Hix, the Commission is able to move the final policy outcome as far as position 

Y. The reason for this, following Hix, is that the governments supporting declaration 1 and 

the member states in the group ‘Other’ would prefer this policy outcome since Y is closer to 

their original ideal preferences than X. Consequently, these member states should no longer 

have any incentive to introduce new legislation in order to overrule the Commission.  

 

The Commission cannot, however, move further towards its own ideal policy preferences as 

the member states supporting position Y would find that less attractive than position X. Hix 

                                                 
536 In the figure I have exaggerated the distance between the different policy positions for purposes of 
clarification. It should nevertheless be obvious that the distance, for example between declaration 1 and 2, do not 
reflect real differences in their policy positions.  
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then argues that the Commission can change the original policy outcome but only within the 

limits of the preference structure.537 

 

Figure 1: Bureaucratic drift towards the Commission. 

 

 

With the above explanation of how inter-institutional power is executed, how could the 

moratorium be understood? Hix argues that the member states can limit the bureaucratic drift 

towards the Commission in several ways. For example, member states can use different 

interest groups, such as NGOs, in order to monitor concerned authorities or use other channels 

to gather information about a certain agent. Information that the agent then will be forced to 

disclose in public hearings, known as a ‘policy patrol’ procedure, or wait for other agents to 

complain when information becomes public, known as a ‘fire-alarm’ procedure.538 Other 

strategies that an agent can use are appealing about certain rules and procedures for decision-

making in order to limit the bureaucratic drift. All these strategies are intended to restrict the 

displacement from the original policy position X. This is illustrated in Figure 2, were the 

governments have constrained the Commission’s attempt to move the policy outcome to Y by 

interfering in the Commission’s implementation of the legislation. There will still be a certain 
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drift from the governments’ original policy agreement but not as far as to Y. Instead the 

policy outcome ends up at Z. Even if Hix does not mention the moratorium, I would suggest 

that what happened at the Council meeting was a strategy deployed in order to control the 

bureaucratic drift by the Commission through executing an intergovernmental configuration 

such as declaration 1 and 2 through the Council.  

 

Figure 2: Controlling bureaucratic drift. 

 
 

I argue that as a result of the member states’ opposition to the Commission policy preferences 

there has emerged a new political configuration that will have consequences for the legislative 

process. Before the meeting, the market perspective was supported both by the Commission 

and the Council with the Parliament supporting the consumer perspective. But since the 

market introduction in late 1996, the consumer perspective has been strengthened. I suggest 

that with the Environmental Council meeting in 1999, it could be argued that the consumer 

perspective made a breakthrough at the EU level, as it now had to be extensively more 

recognised in the policymaking process. When even the Council supported the consumer 

perspective, together with the Parliament, the Commission became isolated. In other words 

one could argue that the Commission had both the European public as well as a significant 

number of the European governments against its own position. The isolation of the 
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Commission could also explain why the Commission did not take any legal or regulative 

actions, such as using the procedures in the comitology system, against the Council. The 

Commission ‘norm’ is that it will not act against an obstinate state if that state is acting with 

the support of several states, such as in this case.539 This is also illustrated with the 

‘bureaucratic drift’ in Figure 1 and 2 where member states create new constellations to hinder 

policy outcomes drifting too far away from the member states original policy position. 

 

Still, one can wonder why the Commission did not try to force the member states to accept the 

Commission position. A Commission official has argued that: 

 

If only one or two Member States are opposed to regulation then perhaps they may be 

drawn up before the court. If there is a big group of Member Sates that are in opposition, 

the Commission will hesitate to take steps against them. …//… There would have been too 

big a conflict if you have nearly a majority of Member States against the Commission.540 

 

Beside the majority of member states opposing the Commission, there were also other 

circumstances. For example, Hix argues that one event that has affected the relationship 

between the Council and the Parliament was the BSE crisis. The BSE crisis influenced the 

European inter-institutional relationship and did not just contribute to a more sceptical public, 

which is the most common relationship between BSE and GMOs in the literature. In 1998, the 

European Parliament used widespread public disapproval of the Commission’s handling of 

the BSE crisis to force the Commission to adjust its handling of food safety issues.541 This 

had led to a more confident Parliament in its dealings with the Commission, which could have 

contributed in the GMO case. This indicates that the BSE crisis had a more complex influence 

on European GMO policy than is sometimes argued to be the case in the literature. It might 

not only be the link between BSE and a decreased public trust in experts that contributed to 

the moratorium. 

 

Furthermore, research on inter-institutional conflicts in the EU indicated that the Commission 

is strategic in its choice of using comitology procedures and only proposes procedures against 

the Council in cases when the Commission thinks it has a reasonable chance of success.542 

                                                 
539 D. Toke, The Politics of GM Food. A comparative study of the UK, USA and EU, 173. 
540 DG Environmental official interview reprinted in D. Toke, The Politics of GM Food, 173. 
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The Commission probably did not want to get into a long dispute with the member states or 

the other EU institutions. Instead it chooses to win over the member states by introducing new 

regulations that could gain consensus in Europe. This regulative struggle is described in 

chapter 7 and 8. 

 

6.6. Summary of the Initial Stages of the Moratorium 

The moratorium has been praised by consumer and environmental NGOs and criticized by the 

GM industry. Further, the moratorium has been seen as a policy dispute between which kinds 

of principles that should guide the authorisation process. The United States has favoured the 

principle of ‘substantial equivalent’ which also the EU supported both in Directive 90/220 

and in the Novel Food Regulation, but later the EU started to support the precautionary 

principle. Those issues will be further elaborated in the following chapter. 

 

I have argued in this chapter that the moratorium could be interpreted as a process that 

changed the legislative approach from a techno-scientific framing towards an increased 

sensitiveness regarding values of a moral and political nature, which I have argued could be 

traced already in the Novel food Regulation. The controversy related to Monsanto’s imported 

GM soya further stressed the importance of moral and political values for assuring public trust 

for the Commission’s competence to regulate these matters and cope with the risks that were 

connected to GM technology. 

 

When the consumers ‘right to choose’ between GM and conventional products was 

jeopardized with the Novel Food Regulation, it was strategically used by consumers and 

environmental NGOs in order to mobilise the public in the EU to lift the question on to the 

political agenda. Also retailing chains that were sensitive to consumer confidence joined 

consumer organisations in demanding appropriate labelling.543 As the GM industry was 

unwilling to meet the demands from the public opposition, it led to a heated debate, 

extensively reported by media throughout almost all of Europe. The public resistance to GM 

products became so strong in some national states that any voluntary labelling by the producer 

would have been a hazard for the business, which caused the GM industry to be hesitant 

towards introducing new GM products in Europe. Helge Torgersen et. al argue that there were 

two main events that characterized the public debate regarding the market stage of GM 
                                                 
543 H. Torgersen et. al. “Promise, problems and proxies: twenty-five years of debate and regulation in Europe,” 
63. 
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products.544 First there were renewed concerns about the safety of consuming GM products, 

combined with a struggle for consumers’ right to choose, and, second, there were deep ethical 

concerns about the overstepping of boundaries that experimental biology and biotechnology 

were believed to transgress. I suggest that it would not be farfetched to argue that the “need to 

restore public and market confidence,”545 as the member states declared at the Council 

meeting, is a struggle over political legitimacy regarding regulations about GMOs. Already 

the Novel Food Regulation could be seen as a reflexive attempt by the Commission to 

counteract the critique of Directive 90/220 and pre-empt the regulatory problems that later 

ended up with the moratorium. As this chapter has showed, the action taken by the 

Commission was not enough to hinder the moratorium. 

 

The introducing of ethical concerns in the Novel Food Regulation could be interpreted as a 

consequence of an increasing pressure on the regulatory authorities. Within the theoretical 

framework of reflexive modernisation one could argue that the Novel Food Regulation was 

the result of an increasing self-confrontation by the Commission as a result of growing 

critique in the public sphere and through subpolitics. The Commission responded by trying to 

dissolve the criticism by incorporating new legislation regarding labelling and ethical 

concerns for GM products, two issues that were also the main concern for NGOs and other 

actors in the political public sphere. 

 

Trying to incorporate values expressed in the public sphere such as ethical concerns had two 

consequences. First, it dissolved some of the norm-setting authority that previously was held 

by scientists. The scientific community does not have the same authority to solve ethical 

issues. However, the regulatory approach to making ethical considerations has often been 

framed in a rational-pragmatic language by being referred to as a weighting between benefits 

and risks with a GM product. This approach makes the case of ethical considerations a 

circular argument back to the traditional risk assessment procedures. One should also keep in 

mind that the case of ethical concerns as it is expressed in the Novel Food Regulation was not 

stipulated as being something that could be used as an argument for dismissing a GM product. 

It was only intended to enlighten the consumer through labelling that the food they purchased 

could give rise to ethical concerns through the use of GM technology. Here one could criticise 

the Novel Food Regulation for incorporating the ethical concerns solely at the “back end” of 
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the production line of GMOs. That is, after a GM product has already been made. Hence, it 

could be argued that the regulation was not anchored in the reasons expressed in public 

opinion-formation and normative components in the life-world. By incorporating ethical 

concerns at the “front end” instead it would contribute to shaping the production process 

before a GM product has been mass produced. In this sense the Novel Food Regulation was 

not radical enough when it came to incorporating ethical concerns. 

 

Second, another contribution would be that with the Novel Food Regulation one could argue 

that the legislation tried to handle increasing complexity and ambivalence in the GMO field 

by an increasing sensitiveness towards the public sphere and by translating ethical concerns 

into the lawmaking realm. However, it does also bring an increasing complexity and 

ambivalence into the regulatory process as civil servants have to relate to and interpret the 

meaning of ‘ethical concerns’. Thus, one could see the Novel Food Regulation as a starting 

point for an increasing sensitiveness towards the public sphere in the GMO regulatory 

discourse. 

 

Hence, the public concerns had now reached the political agenda and in the future those 

concerns came to play a much more prominent role in the legislative work in the EU. The 

European Commission action was to propose more stringent regulation in order to get more 

consensus among the member states and avoid conflicts that could seriously hurt the 

relationship between the Commission and the member states, which is the focus for the next 

two chapters. 
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7.  The Emergence of Precautionary Politics: 
Directive 2001/18/EC and the Regulatory 
Process 

7.1. Introduction 

The official process of replacing Directive 90/220 started in 1996. Simplified, one could argue 

that there existed two different regulatory positions, those who argued for deregulation, on 

one side, and those who argued for a more stringent regulation on the other. The Commission 

and the agricultural biotech industry were the representatives for the deregulatory approach. 

As we will see in this chapter, the Commission tried to introduce simplified and streamlined 

procedures for the approval of GM products in the regulatory discourse of making the new 

directive. It was the Commission’s understanding, for the time being, that most GM products 

did not constitute any threat to humans or the environment. 

 

As my examination of the regulatory politics in the previous chapters indicated, the 

Commission perspective was not shared by large sections of public opinion in the EU. The 

Commission’s incentive for introducing streamline procedures for GM products was an 

aspiration to increase the regulatory similarities with US GM crops legislation as a way to 

avoid trade conflicts. By arguing that GMOs were a low risk project, the Commission tried to 

reduce the scepticism in the EU. But the result came to be the other way around; when the 

new Directive was finished it expressed an even larger scepticism towards GMOs in the EU. 

It took four years of negotiations, before Directive 90/220/EEC was replaced by the new 

directive, entitled Directive 2001/18/EC on the deliberate release into the environment of 

genetically modified organisms (GMOs). The new regulation introduced more rigorous risk 

assessment procedures, introduced amendments on labelling, and stated that authorisation of 

products was applicable for a certain period only.546 At present, all releases of GMOs into the 
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environment must be licensed under the revised version of the EU Deliberate Release 

Directive 2001/18/EC and has since October 2002 been implemented in the members state.547 

 

The revision of Directive 90/220 has been in the pipeline for an extended time. Already in the 

White Paper on Growth, Competitiveness, and Employment, which was published in 1993, the 

Commission concluded that the Community should be open to reconsider its biotechnology 

regulatory framework, in order to achieve the full potential of modern biotechnology for jobs, 

investment, and growth.548 But the resistance among a large part of the EU public influenced 

the regulatory process in several ways and maybe most importantly, it opened up possibilities 

to change the European regulatory GMO discourse from being expressed extensively through 

a techno-scientific framework towards an increased sensitiveness regarding values of a moral 

and political nature, (see the previous chapter). 

 

This chapter is closely related with the previous chapter. In the former chapter I discussed the 

interplay between member states and the EU institutions as well as the inter-institutional 

political dispute between the Commission, the Council, and the Parliament. In this chapter I 

devote a great deal of time to discussing the policy developments as the new directive takes 

form in the regulative process of making Directive 2001/18/EC. 

 

Thus in this chapter I will follow the process from 1997 to 2001, from the proposal to amend 

Directive 90/220 to the adoption of the new Directive 2001/18. I will in the policymaking 

interplay focus on one of the most controversial aspects in GM regulation, namely the issue of 

risk. The question of risk raises both scientific and ethical challenges to the EU and its 

institutions, which makes the regulation of risks an issue related to the legitimacy of EU 

governance. Studying the development of the legislation process, the making of Directive 

2001/18/EC, and how risk is defined, interpreted and framed by the different actors in this 

process is vital in order to understand the rationale of those actors. 

 

                                                 
547 For example, the directive has been implemented in Swedish law through the Environmental Code, Ds 
2000:61, chapter 13, and Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 
on the deliberate release into the environment of GMOs and repealing Council Directive 90/220/EEC [2001] 
L106/1. Hereafter, Directive 2001/18/EC. In Sweden, the Swedish Board of Agriculture licenses all experimental 
and commercial uses of GMOs. Miljöbalk, SFS 1998:808 and Förordning om utsättning av genetiskt 
modifierade organismer i miljön, SFS 2002:1086. 
548 Commission of the European Communities, Growth, Competitiveness, Employment: The Challenges and 

Ways Forward into the 21st Century - White Paper, COM (93) 700, (December 1993). 
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I begin this chapter with a review of the events that preceded the revision of Directive 90/220. 

Here I examine the Commission’s arguments for revision. I then move on to the actual 

revision and review the regulatory changes made by the EU institutions involved, with a 

specific focus on risk and the precautionary principle.  

 

7.2. The Making of the Deliberate Release Directive 

2001/18/EC 

7.2.1. 1994 – 1996: Focus on Scientific Knowledge, Growth and 

Competitiveness 

Directive 90/220 was the cornerstone of the Community regulatory framework between 1990 

and 2001. Even if the official revision of Directive 90/220 started in 1996, which happened to 

coincide with the market introduction of GMOs in Europe and the moratorium, voices had 

been raised earlier for the need of revision. As already mentioned, the White Paper on 

Growth, Competitiveness, and Employment acknowledged the need for a review of the 

Community regulatory framework in biotechnology. In January 1994, the Commission’s 

response to the White paper’s recommendation was presented to the Council, the Parliament 

and the Economic and Social Committee. The Commission argued in the report that the white 

paper “confirmed the outstanding promise of biotechnology in terms of growth, 

competitiveness, and employment.”549 Together with the member states the Commission had 

undertaken a review with the objective to: 

 

Ensure that the safety requirements and administrative procedures are appropriate to the 

risks for human health and the environment and reflect acquired experience, advances in 

scientific knowledge and established international practises. It also took account of the 

existing regulatory frameworks on modern biotechnology used by its main competitors, in 

particular the United States. 550  

 
I have emphasised the words experience, scientific knowledge and international practises, 

which constitute the rationale of the report. According to the Commission, experience 

acquired from deliberate releases and a wider range of scientific knowledge in the field of 

genetic engineering had contributed to an “increased understanding of the risks associated 

with genetic modifications and increased confidence among scientists in the safety of genetic 

                                                 
549 Ibid., page 1. 
550 Ibid., 2. My emphasis. 
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engineering.”551 The degradation of the consequences of the risks with genetic engineering is, 

I will argue, the most important message from the Commission in the report. The Commission 

addressed both contained use of GMM (genetically modified micro-organisms) and deliberate 

releases of GMOs. According to the Commission: 

 

Much use has now been made of the technology in research laboratories and industrial 

facilitates worldwide. From this knowledge and experience, it may be concluded that the 

risks involved in the contained use of GMMs are substantially less than were once foreseen. 

For example, the potential for horizontal gene transfer resulting in novel and harmful 

properties being acquired by microorganisms has not been shown to present hazards to 

human health and the environment.552 

 

In a similar way the Commission mentioned the risks with deliberate releases of GMOs. 

 

Worldwide, there have now been many deliberate releases of GMOs, mainly with a number 

of well-known crop plants. This had led to an improved understanding of the behaviour of 

these plants and their safety in respect of human health and the environment. So far, such 

releases have not given cause for concern, and evidence is accumulating to the effect that 

genetically modified plants do not differ from non-modified plants other than in the specific 

character conferred by the introduced gene.553 

 

The many deliberate releases that the Commission refer to in the above quote had mainly been 

done in the Unites States. The Commission express in the report an implicit wish to approach 

the regulatory praxis that has developed in the United States around the concept of 

‘substantially equivalent’. As a concept, ‘substantially equivalent’ was first articulated by the 

Organisation for Economic Co-operation and Development (OECD).554 In the publication 

Safety Evaluation of Foods Derived by Modern Biotechnology: Concepts and Principles, 

principles for the application of substantially equivalent are presented. For example:555 

 

- If the new or modified food or food components are determined to be substantially 

equivalent to an existing food, then further safety or nutritional concerns are expected 

to be insignificant; 

                                                 
551 Ibid. 
552 Ibid., page 2-3. My emphasis. 
553 Ibid., 3. My emphasis. 
554 OECD. Safety Evaluation of Foods Derived by Modern Biotechnology: Concepts and Principles (Paris: 
Organisation for Economic Cooperation and Development. 1993). 
555 Ibid., 11-12. 
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- Such foods, once substantial equivalence has been established, are treated in the same 

manner as their analogue conventional counterparts; 

- When a product is determined not to be a substantial equivalent, the identified 

differences should be the focus of further evaluations: 

 

Since then, the concept has been widely used by international agencies. For example, it was 

subsequently endorsed in 1996 by the United Nation’s Food and Agriculture Organization 

(FAO), and the World Health Organization (WHO). National agencies such as the Canadian 

Food Inspection Agency, Japan’s Ministry of Health and Welfare and the U.S. Food and Drug 

Administration (FDA) have also endorsed the concept. The European Union adopted it in the 

Novel Food Regulation 258/97 as a way to determine whether a GM product could be notified 

under certain “light” procedures or if it had to be submitted to a more time-consuming 

authorization procedure with comprehensive risk assessments.556 Scientists concerned with 

the health risks of consuming GMOs have criticised the concept of ‘substantial equivalence’. 

For example, Millstone et. al. have argued that the use of the concept ‘substantial 

equivalence’ by the FDA is  “an excuse for not requiring biochemical or toxicological 

tests.”557 Furthermore: 

 

The concept of substantial equivalence has never been properly defined; the degree of 

difference between a natural food and its GM alternative before its 'substance' ceases to be 

acceptably 'equivalent' is not defined anywhere, nor has an exact definition been agreed by 

legislators. It is exactly this vagueness which makes the concept useful to industry but 

unacceptable to the consumer. Moreover, the reliance by policymakers on the concept of 

substantial equivalence acts as a barrier to further research into the possible risks of eating 

GM foods. 558 

 

More recent criticism has been put forward in a letter published in Nature Biotechnology, 

2002, describing the results from a Dutch study regarding applications of substantial 

equivalence in the EU made by a Dutch consumer group, Dutch Consumentbond and the 

European consumer organisation Bureau Européen des Unions Consommateurs (BEUC).559 

Their result also pointed to the lack of an operational definition of the concept of substantial 

                                                 
556 See chapter 6. 
557 E. Millstone, E. Brunner, and S. Mayer, “Beyond ‘substantial equivalence,’” Nature 401, no. 6753 (1999): 
526. 
558 Ibid., 525. 
559 P. Schenkelaars, “Rethinking substantial equivalence,” Nature Biotechnology 20, no. 2 (2002): 119. 
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equivalence in the EU.560 The study functioned as an input to a workshop that BEUC held in 

September 2001. At the workshop it was concluded by the participants that substantial 

equivalence “has been a controversial and misleading term for consumer that should not be 

used in regulatory decision-making.”561 But now I am a bit ahead of the course of events. For 

now it is enough to establish that the Commission were pushing towards the risk regulation 

that was carried out in the Unites States. Thus the Commission shifted focus on the risk 

assessment procedure away from an approach based on production towards product. That is, a 

risk assessment based on the concept of substantial equivalence focused on differences in the 

single product and not concerned with whether the product is produced by using GM 

technology or not (see the principles for the application of substantial equivalence by the 

OECD above). However, this shift in the regulatory praxis that the Commission tried to bring 

about did not succeed, as we shall see in this chapter. 

 

In the Commission’s report, there is nothing mentioned about the risk issues and debates 

already taking place in Europe and in the United States. For example, the U.S. Congress 

Office of Technology Assessment (OTA) published a report in 1993 where they argued that 

genetically engineered organisms may pose environmental threats to indigenous flora and 

plants562. Scientists argued that genetically engineered crops that could convert into new 

forms of weeds by enhancing the crop’s capacity to persist in a habitat and/or invade new 

habitats were one of the major risks with genetically modified plants.563 At the beginning of 

the 1990s there was also a broader debate about the loss of biodiversity.564 The term 

‘biodiversity’ is often broadly defined as the variety of all forms of life, from genes to species, 

                                                 
560 Ibid. More specifically, the result from analysing several dossiers of notifications of GM products derived 
from genetically modified maize and oilseed rape indicated that macro- and micronutrients, vitamins, inherent 
plant toxins, and anti-nutrients lacked consistency from case to case. It also indicated that the design on the crop 
field, the geographical location and seasons of planting and harvesting, and the choice of control differed 
considerably from case to case.  
561 P. Schenkelaars, “Rethinking substantial equivalence,” 119. 
562 U.S. Congress Office of Technology Assessment (OTA). Harmful Non-Indigenous Species in the United 

States. OTA-F-566. (Washington, D.C., 1993). 
563 See for example M. Crawley, “The ecology of genetically engineered organisms: assessing the environmental 
risks,” in Introduction of Genetically Modified Organisms Into the Environment eds. H. A. Mooney and G. 
Bernardi, (New York: Chichester: John Wiley and Sons, 1990): 133-50; M. Crawley, R. Hails, M. Rees, D. 
Kohn, and J. Buxton, “Ecology of transgenic oilseed rape in natural habitats,” in Nature 363, no 6430 (1993): 
620-23; M. Williamson, “Environmental risks from the release of genetically modified organisms (GMOs) –the 
need for molecular ecology,” Molecular Ecology 1, no 1 (1992): 3-8; M. Williamson, “Invaders, weeds and the 
risk from genetically manipulated organisms,” Cellular and Molecular Life Sciences 49, no. 3 (1993): 219-224. 
564 See for example C. Fowler and P. Mooney, Shattering: Food, Politics, and the Loss of Genetic Diversity. 
(Tucson: University of Arizona Press, 1990); “The Economics of Biodiversity Loss. Special Issue,” AMBIO  21, 
no 3 (1992); E. Wilson, The Diversity of Life (Cambridge, Mass.: Harvard University Press, 1992).    
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through to the broad scale of ecosystems even if there are many variants of this definition.565 

The raising of the subject of biodiversity has been identified by Takacs, who argued that “in 

1988, biodiversity did not appear as a keyword in Biological Abstracts, and biological 

diversity appeared once. In 1993, biodiversity appeared seventy-two times, and biological 

diversity nineteen times.”566 In the emergent discourse about biodiversity, concerns were 

heard about the increasing use of genetic engineering in an industrialized agricultural regime 

and the effects it could have on the environment.  

 

The potential risks with unintentional crosspollination and crossbreeding are not mentioned in 

the Commission’s report even if such discussions existed at the time, both among scientists 

and the public. Instead the Commission framed the risk aspects using words such as 

‘scientific knowledge’, ‘experience’, ‘evidence’, and ‘international practise’ – drawing the 

conclusion that the regulatory framework needed to be adjusted in order “to reflect the 

evidence acquired from the wide number of GMO releases in the plant area, which were 

shown not to pose any specific risks.”567 When it came to risks, the Commission did a one-

dimensional interpretation of the scientific position. I will return to this in a moment but first I 

shall comment on the Commission’s suggestions for a new regulatory approach. 

 

The Commission argued in their report that there was a need for “balanced and proportionate 

regulatory requirements commensurate with the identified risks.”568 Further, the Commission 

acknowledged that the biotechnology regulatory framework was a factor that has 

consequences for the industrial competitiveness but also that the legislation has an important 

role in building public confidence. In order to achieve these goals the Commission presented a 

                                                 
565 The literature is vast in the field of biodiversity. For different definitions of biodiversity see K. J. Gaston, ed., 
Biodiversity: a biology of numbers and difference (Oxford: Blackwell, 1996) and E. O. Wilson, ed., Biodiversity, 
(Washington: National Academy of Sciences/Smithsonian Institution, 1988). 
566 D. Takacs, The idea of biodiversity: philosophies of paradise (Baltimore: The Johns Hopkins University 
Press, 1996), 39. 
567 Commission of the European Communities, Biotechnology and the White Paper on Growth, Competitiveness, 

Employment, preparing the next stage. Communication from the Commission to the Council, the European 
Parliament and the Economic and Social Committee, COM(94) 219, (January 1994), 5. With an increasing 
monitoring of deliberate releases of GMOs, the reported incidence of unwanted gene flow between GM plants to 
other habitats has increased, and is reported to cause both environmental damage and significant economic loss 
for farmers. See for example, GM Contamination Report 2005. A review of cases of contamination, illegal 
planting and negative effects of genetically modified organisms. 2005. GeneWatch and Greenpeace International, 
http://www.gmcontaminationregister.org/ (accessed February 14, 2009). 
568 Biotechnology and the White Paper, COM (94) 219, 3. 
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two-track approach for how the future biotechnology regulatory framework should be 

developed.569 

 

- The exploitation of existing possibilities for revising measures/procedures/degree of 

oversight/requirements, through use of the “light” procedure of adaptation to technical 

progress (regulatory Committee procedure). 

 

- The bringing forward of amendments to existing legislation in order to incorporate changes 

which cannot be achieved by technical adaptation while leaving the basic structure of the 

framework intact.  

 

The two track approach was applied both to the regulatory framework regarding contained use 

of genetically modified microorganisms, (Directive 90/219) as well as to deliberate releases of 

GMOs (Directive 90/220). When it came to contained use of genetically modified 

microorganisms, the Commission wanted to approach the recommendation made earlier by 

the OECD. This was meant to streamline and lighten up the procedures regarding notification 

and the consent requirements. By arguing for simplified procedures, it is obvious that the 

Commission wanted to move closer to the administrative praxis that is used in the United 

States. One possible explanation, which seems plausible to me, is that the Commission was 

concerned about getting too far behind the United States regarding innovation and 

competitiveness in the field of agricultural biotechnology and therefore wanted to speed up 

the notification procedures. 

 

Innovation later became the driving force for economic change in the Lisbon Strategy, which 

is an economic development strategy for the EU for avoiding the trend of low productivity 

and stagnation of economic growth throughout Europe. The Lisbon Strategy broadly aims to 

make Europe, by 2010, the most competitive and the most dynamic knowledge-based 

economy in the world.570 This is going to be realized through the creation of a range of policy 

initiatives which are to be accepted by all EU member states.571 One of the strategies that had 

been used in order to form these policy initiatives is based on the concept ‘knowledge 

                                                 
569 Ibid. 
570 W. Kok, Facing the Challenge. The Lisbon strategy for growth and employment. Office for Official 
Publications of the European Communities, 2004, http://ec.europa.eu/growthandjobs/pdf/kok_report_en.pdf 
(Accessed 14 February, 2009).  
571 See M. J. Rodrigues, European Policies for a Knowledge Economy, (Cheltenham: Edward Elgar Publishing, 
2003); G. Room, The European Challenge: Innovation, Policy Learning and Social Cohesion in the New 

Knowledge Economy, (Bristol: Policy Press, 2005). 
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societies’. In knowledge societies, innovations as a way to competitiveness are central. In the 

report from the Commission one could see how the ideas about a knowledge-based economy 

were taking form. 

 

Regarding deliberate releases of GMOs and the changes to Directive 90/220, the Commission 

argued that they intended to “improve uniform application, streamline and simplify the 

procedures and reduce the obligation on the notifier while maintaining the appropriate 

protection of health and the environment.”572 In order to achieve this, the Commission put 

forward four different suggestions. (1) Reducing the notification information requirements 

significantly for releases of genetically modified plants, (2) reducing the information required 

for plants in the notification information, (3) introducing simplified procedures for genetically 

modified plants, and, (4) introducing specific simplified procedures for releases of genetically 

modified plants.573 By being so explicit with reducing information and introducing simplified 

procedures it is clear that the Commission believe that the current version of the directive is 

an obstacle for the agricultural industry when it comes to producing genetically modified 

plants. 

 

With the above four suggestions, the Commission’s interpretation of risk issues in terms of 

‘scientific knowledge’, ‘experience’, ‘evidence’, and ‘international practise’ is easier to 

understand as it provides the bedrock for presenting a regulatory framework in support of a 

knowledge-based economy. The one-dimensional interpretation of risk serves thus a certain 

political and scientific agenda. The Commission interpretation of risk could be elucidated by 

the fact that it is an organisation where the legislative initiatives are taken by civil servants 

and not politicians and the Commission represent the interests of the EU as a whole rather 

than the member states. It means that the Commission had the opportunity to suggest a 

strategy that did not necessarily need to be based on public trust or other political legitimating 

factors. Therefore the Commission could make a somewhat contested interpretation regarding 

risk in order to promote the components in the knowledge triangle – research, education, and 

innovation – the three fundaments in the knowledge-based economy. I would argue that the 

report is early evidence of European technology governance, a steering or influence of actors 

such as the state, industry, and NGOs when it comes to manoeuvre the development of GM 
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technology. The report could be interpreted as an attempt to stimulate research and innovation 

in the field of GM technology, which are important parts in the knowledge-based economy. 

 

To change the regulatory framework in order to promote research and innovation through 

reducing information in the notification process and introducing simplified procedures for 

authorisation, the Commission used the functional authority of science as a strategic resource 

by interpreting and framing risks using  phrases like ‘experience’, ‘evidence’, and 

‘knowledge’. Through science, the Commission could announce that the risks with genetic 

modifications, both in laboratories and in deliberate releases, are understood and contained. 

 

Besides arguing about the above changes in the regulatory framework, the Commission 

devoted much time to discussing different economic aspects of biotechnology. For example, 

the relationship between research and development, the role of small and medium-sized 

enterprises (SMEs) when it comes to innovation regarding biotechnology and how the SMEs 

could be supported by making it easier to put their inventions on the market, and the 

importance of creating a good investment climate for product development in order to 

commercialise biotechnology.574  I will not comment further on these issues as it would be a 

sidetrack, but just mention how it is related to the report on a whole. So far, the report 

structure has been threefold. The Commission started by arguing that the risks with 

biotechnology and specifically the risks with GMOs had been exaggerated and even stated 

that there existed no specific risks with GMOs. With that conclusion, the Commission argued 

that the regulatory framework needed to be adapted to these results and therefore needed to be 

simplified. After giving their suggestions as to how the legislation should be rearranged, they 

continued to discuss the economic aspects of biotechnology. However, the Commission ended 

the report with two aspects that would come to have importance for the future of the European 

legislation on GMOs, namely public understanding and ethics. 

 

Regarding the issue of ethics, the Commission recognised that the developments in 

biotechnology might raise questions of an ethical nature. Nevertheless, the nature of the 

ethical questions is not discussed more in detail, other than stating that they needed to be 

addressed and identified. The Commission declared that they have reinforced the Group of 

Advisers on Ethical Implications of Biotechnology in order for it to work properly. The 
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Commission described the tasks for the group as to identify and define the ethical issues that 

biotechnology poses, the ethical aspects of Community activities in the field of biotechnology 

and its impact on society and the individual as well as to improve public understanding of 

ethical aspects regarding biotechnology.575 

 

The report from the Commission could function as an example of how the Commission 

interpreted public mistrust of biotechnology and especially GMOs as being based on the 

‘knowledge deficit’ problem. The Commission recognised that biotechnology consists of 

many value-laden issues but believed that the critical reactions against the technology 

originated from the fact that this is a position that the general public has towards all new 

introductions in technology.576 The Commission also expressed worries that the 

“understanding of biotechnology varies widely within the Community, as does the perception 

of risks and benefits of different applications.”577 The Commission suggests three different 

actions that were needed to address these problems:578 

 

(1) Analytical work concerning public attitudes in order to understand the scale of the problem 

and the factors that lie behind it. 

 

(2) Raising awareness among the main players such as government institutions and media. This 

also includes the industries that the Commission are worried do not understand the 

commercial potential of the emerging technology, as well as increasing public understanding 

of science. 

 

(3) Raising awareness and providing information to the general public about biotechnology. 

 

The above quote could be seen as another example of how the Commission practise 

technology governance in order to achieve its agenda by the production and management of 

knowledge for the public sphere. In order to effectively steer legislative initiatives regarding 

technology, analysing public attitudes (1) becomes important as it maps the terrain of the 

market with actors such as citizens and the GM industries as well as others from the public 

and private sectors. Arguing for “raising awareness among the main players” (2) and “the 

general public” (3) could be seen as an attempt by the Commission to link research, 
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education, and innovation closer together, a vital achievement for the knowledge-based 

economy. 

 

However, one should be aware that framing the need for public understanding as a need for 

“raising awareness” could express institutional pre-defined agendas with certain strategic 

intentions. That the Commission did not frame the issue by using words such as 

‘participation’, ‘engagement’, ‘inclusion’, or ‘deliberation’, the use of which had become so 

common in the discourse about public participation, could indicate a certain comprehension 

that the public scepticism and criticism rooted in the ‘knowledge deficit’ dilemma. This 

understanding indicates that the critical reactions from the public to GM technology primarily 

are caused by a lack of sufficient knowledge about the underlying science behind the 

technology. 

 

By providing sufficient information and raising awareness about biotechnology to surmount 

this lack of knowledge — or ‘knowledge deficit’ — the public will be more responsive 

towards the technology. The knowledge deficit presumption is problematic to say the least, 

and opinion polls have indicated that an increased knowledge about applications of 

biotechnology, such as GM crops, does not necessarily mean that one experiences a greater 

enthusiasm for the technology. On the contrary, more knowledge is likely to get you more 

concerned about potentially hazardous technological applications. Furthermore, with the 

knowledge deficit approach other questions arise. For example, how will the institutional and 

political context within which the raising of the awareness will take place function and what 

ends is it expected to serve, and how will co-option to divert opposing voices be prevented? 

As the public criticism of GMOs was soon going to be a critical issue for the Commission, as 

it came to be a serious obstruction for marketing GM products, and thus a also a predicament 

for the new knowledge-based economy, those questions had to be addressed by the 

Commission. 

 

7.2.2. 1996 - 1998: Controversies over Risks and Risk Assessment 

Procedures 

In December 1996, the Commission presented their Report on the review of Directive 

90/220/EEC in the context of the Commission’s communication on biotechnology and the 

White paper was published. The European Commission Bulletin stated that the Commission’s 
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report concluded that Directive 90/220 needed to be modified to include the recent major 

technological progress in the biotechnology field in order to guarantee a high level of 

protection for the environment and human health.579 This review report has the same 

conclusions as the earlier report by the commission but addresses more specifically the 

changes in Directive 90/222. The Commission’s analysis of the functions of the directive 

revealed a numbers of problem areas that the Commission wanted to address. One important 

remark by the Commission is that they considered it necessary to establish a centralised 

definition of the objectives and a methodology to the risk assessment.580 The Commission 

argued that the lack of common definitions of risks and risk assessment procedures had 

caused diverging opinions and difficulties in reaching consensus among the member states.581 

The Commission argued in the report for a streamlining of administrative procedures in 

similar ways to those in the old report. But now they explicitly argued that this would be the 

case only regarding those products that posed negligible or low risks. But those products that, 

according to the Commission, fall in these categories are based on a disputed concept – 

namely the concept of familiarity.582 But in this report, the Commissions main concern is the 

insufficient clarification of the objectives for risk assessment, which are argued to be what 

was hindering full harmonisation between the member states. Especially the absence of risk 

classifications between different degrees of risks is troublesome. According to the 

Commission: 

 

Furthermore, the Directive foresees only one procedure which is indistinctly applied to all 

types of products, irrespective of the risk identified or whether similar products are already 

on the market. It has to be remembered that in this fast-moving, high-tech field, not only 

future notifications but also current ones already concern products which are similar to 

authorised ones already concern products which themselves have been used elsewhere in 

the world and which have proven to be safe.583  

 

How risk issues and the risk assessment are constructed in the regulatory process will 

constitute the major part of this chapter. 
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Almost a year later (November 26, 1997) the Commission, following from the report in 1996, 

approved a proposal for a directive amending Directive 90/220/EEC on the deliberate release 

into the environment of genetically modified organisms.584 The first attempt to implement the 

new regulative procedures was presented in the beginning of 1998 when the Commission 

adopted the first proposal for the new legislation.585 There were major changes made in the 

proposal. The scope and definitions in Directive 90/220 consisted of four articles where the 

changes to article one and four are of significance. 

 

In Directive 90/220 the objective in article one was expressed as:586 

 

The objective of this Directive is to approximate the laws, regulation and administrative 

provision of the Member States and to protect human health and the environment: 

- when carrying out the deliberate release of genetically modified organisms into 

the environment,  

- when placing on the market products containing, or consisting of, genetically 

modified organisms intended for subsequent deliberate release into the 

environment.   

 

With the above definition of the objective in Directive 90/220 there was vagueness in the 

formulation between the deliberate release and placing genetically modified organisms on the 

market. The dilemma here is that since Directive 90/220 was developed, the field trials for 

research and development of GMOs have increased among the European member states587. As 

field trials are still deliberate releases but performed in a definite space and not intended for 

the market, it would be convenient to deal with them in a different way than GM products that 

are intended to be placed on the market. According to the Commission, the definition in 

Directive 90/220 caused implementation problems.588 

 

                                                 
584 European Commission, Proposal for a Parliament and Council directive amending Directive 90/220/EEC on 

the deliberate release into the environment of genetically modified organisms. Bulletin EU 11 Environment 
(April 14, 1997). 
585 European Commission, Proposal for a European Parliament and Council Directive amending Directive 
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(4 May 1998). 
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Research Centre webpage at http://gmoinfo.jrc.it/ 
588 Report on the review of Directive 90/220/EEC, COM (96) 630, 4. 
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The purpose of field trial is to subject a GMO to testing at the research and development stage 

in order to gain information for risk assessment and monitoring before it is placed on the 

market. Field trials are therefore handled in a simplified manner regarding risk assessments 

and notification procedures. The difference in handling procedures is emphasised by the 

Commission in the new proposal. The new definition departs from the producers’ intention 

with the GMO, i.e. placing or not placing on the market. One change to this part in the 

proposal is that the sentence “when carrying out the deliberate release of genetically modified 

organisms into the environment” has been incorporated in the first sentence of the paragraph. 

In the new proposal, the Commission developed a fuller clarification of “deliberate release,” 

based on whether the GMO are intended for the market or not. Article 1 now reads: 

 

The objective of this Directive is to approximate the laws, regulation and administrative 

provision of the Member States and to protect human health and the environment when 

carrying out the deliberate release of genetically modified organisms into the environment: 

(a) for research and development purposes or for any other purposes other than placing 

on the market, 

(b) for the placing on the market of genetically modified organisms as or in products.
 589

 

  

The main reason nevertheless for this new definition, I suggest, could be to create a regulative 

possibility for the Commission to introduce simplified procedures for those GMOs that falls 

under category (a) in the above definitions. 

 

In the next article, article 2, some definitions are outlined which are of importance for the 

legislation. Several of the definitions have been incorporated from Directive 90/220. One 

example is the definition of a genetically modified organism (GMO) which is described as 

“an organism in which the genetic material has been altered in a way that does not occur 

naturally by mating and/or natural recombination.”590 But one important difference in the new 

proposal is the definition of “environmental risk assessment.” Directive 90/220 defined the 

term as “the evaluation of the risk to human health and the environment (which included 

plants and animals) connected with the releases of GMOs or products containing GMOs.”591 

In the proposal, the new definition from the Commission regarding “environmental risk 

assessment” is expressed as “the evaluation of the direct and indirect risks to human health 
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and the environment which the deliberate releases of GMOs into the environment may 

pose.”592 By referring not only to direct risks but also to indirect risks the new proposal opens 

up for a broader risk evaluation. The nature of the term ‘may pose’ indicates the intention that 

one can find in the precautionary principle, which will gain a more important role in the 

development of the new directive. The above proposal for a new definition of risk could be 

interpreted as an increasing awareness about the central role of risks in GMO politics by the 

Commission. This awareness could be seen as a result of the self-confrontation experienced. 

One should keep in mind that the Commission had experienced the public reactions to the 

imported GM soybeans from the USA and the criticism of the Novel Food Regulation (see 

previous chapter). The increased awareness through an institutional self-confrontation brought 

an increased regulatory uncertainty into the proposal, which the addition of “may pose” above 

suggests. In chapter 3 I presented different perspectives regarding reflexive politics and I 

suggested that second-order reflexivity is characterised by a multiplication of plausible ways 

in which boundaries can be drawn. This increasing pluralism in boundary-drawing could also 

be recognised in the regulative process of making a new GMO directive. One example could 

be seen in the above suggestion of risk assessment. In the former directive 90/220, risks were 

not problemised, but now risks could be either direct or indirect. Before the proposal for the 

new directive is passed there will be more definitions and boundary-drawing in the area of 

risks. 

 

When it comes to the risk assessment procedure, there are some changes compared to 

Directive 90/220. In article 4, paragraph 1, an addition has been made in the proposal to 

achieve the establishment of common risk-assessment principles. In Directive 90/220 this 

paragraph read: 

 

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.593 

 

The amendment to this article, which had been added directly after the above quote, states: 

 

To this end GMOs may only be deliberately released into the environment following an 

assessment of any potential risks for human health and/or the environment in conformity 

                                                 
592 COM (1998) 85 final, article 2, paragraph 6. My emphasis.  
593 Directive 90/220/EEC, article 4, paragraph 1. 
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with part B or part C of the this Directive. The risk assessment shall take account of the 

principle laid down in Annex II.594 

 

The reference to Annex II, also known as Principles for environmental risk assessment, in the 

above quote is a new amendment in the proposal. Annex II is intended to fulfil the purpose of 

establishing common risk-assessment principles by explicitly expressing general elements of 

the environmental risk assessment. Annex II is in this early phase only in an embryo stage and 

in this first proposal it is divided into two different parts. The first part (A) consists also of 

two other parts whereof the first part is a declaration of what should be considered as 

potentially harmful effects. Examples of this are: 

 

� pathogenicity to humans, animals or plants, 

� effects on population dynamics within the receiving environment, 

� the uncontrolled spread of the GMO(s) in the environment and invasion of unrelated 

ecosystems, 

� effects resulting from the transfer of the inserted genetic material to other organisms. 

 

The second part (of A) consists of information, which is essential for the risk assessment, 

such as the introduced trait(s) in the GMO and the characteristic of the intended use. 

 

In the other part of the annex (B) there are some points on what should be addressed when 

drawing conclusions for the risk assessment. It starts with a definition of hazards. “Hazards 

are intrinsic characteristics of a GMO which has the potential to cause harm, either directly or 

indirectly.”595 Besides the identification of different hazards, the Commission also state in the 

annex that the hazards consequences, likelihood, and the estimation of the risk posed by any 

hazard should be taken under consideration in the risk assessment. 

 

The establishment of the common risk-assessment principles in the annex is important, in 

order to overcome the member states’ disagreements regarding those issues. The lack of 

common strategies in this area caused disagreements about the risk assessment system among 

some member states as they refused to accept the assessment made by other member states 

where the notification was made. This mistrust in other institutions producing scientific 

knowledge and their rational problem-solving methods could be seen as a consequence of the 

                                                 
594 European Commission, COM (1998) 85 final, article 4, paragraph 1. 
595 Ibid., annex II, B.1. 
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critical reassessment inherent in reflexive modernisation. Hence, the mistrust could be seen as 

a result of society’s increasing concern with itself and its recurring cycle of handling society’s 

problems and side-effects which has led to an increasing self-awareness of the ambiguity 

inherent in risks. An increasing self-awareness, I would suggest, could also lead to an 

increasing mistrust in other institutions and in alternative processes of problem-solving 

methods. 

 

The lack of common risk-assessment principles developed into a crisis for the Commission 

when member states started to base refusal to release on article 16 in Directive 90/220. The 

article stated that when member states had justified reasons to consider that a product 

constituted a risk to human health and the environment it could be provisionally restricted and 

its use or sales was prohibited, even when it had been notified and had received written 

consent under the Directive.596 More and more member states referred to this article leading to 

the de facto moratorium on GMOs. In order to overcome the moratorium, the risk-assessment 

principles are a crucial stage in the construction of a more unified and centralized system of 

authorization. In the proposal, the term “justifiable reasons” has been changed to “detailed 

grounds” in article 16, which could be interpreted as an attempt to draw the boundaries of the 

judgment because of which the GMO is considered hazardous into the area of scientific 

judgment leaving for example moral judgment aside. Justifiable reasons could of course have 

their motivating force grounded in other causes than the outcome of a scientific risk 

assessment. For example, Habermas has argued that: 

 

The claim to rightness of normative statements relies on the presumed validity of an 

underlying norm. Unlike the truth of descriptive statements, the validity domain of a 

rightness claim varies according to the legitimating background, that is, according to the 

boundaries of a social world in general.
597  

 

If the reason for prohibiting a GMO product does not rest on empirical evidence, but instead 

is normative it may to be considered justified depending on how adequate the reasons express 

a commonly shared norm in the community. 

 

                                                 
596 Directive 90/220/EEC, article 16, paragraph 1. 
597 J. Habermas, Truth and Justification (Cambridge, Massachusetts: The MIT Press, 2003), 104. 
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The “justifiable reasons” has in that sense been narrowed but on the other hand it might be 

easier to reach consensus on those grounds. This should not be understood as an attempt by 

the Commission to leave ethical consideration out of the new directive. Instead, moral 

judgment is found in the preamble. It states that “the Commission may consult any committee 

it has created with a view to advising it on the ethical implications of biotechnology…”598 

Note that in this early stage of the process leading to a new directive, ethical considerations 

are formulated as a voluntary act by the Commission. I will return later to the issue of ethical 

considerations. 

 

The proposal also introduced a new form of simplified administrative procedures for granting 

consent on GMOs, a “fast lane” for approval. The fast lane for placing GMOs on the market is 

needed to meet some specific criteria and information requirements. These criteria are set out 

in annex V. In annex V there are three main criteria for getting in the “fast lane” of being 

granted consent. 

 

1. The taxonomic status and the biology (for example, mode of reproduction and pollination, 

ability to cross with related species) of the non-modified (recipient) organisms should be 

well-known; 

 

2. There should be sufficient knowledge about the safety for human health and the 

environment of the non-modified (recipient) organisms in the environment of release; 

 

3. The genetically modified organisms should not present additional or increased risks to 

human health and/or the environment under the conditions of the experimental release 

that are not presented by releases of the corresponding non-modified organism in terms of 

pathogenicity, allergenicity, toxicgenecity. The capacity to spread in the environment and 

invade other unrelated ecosystems and capacity to transfer genetic material to other 

organisms in the environment should not create any adverse effects.  

 

In the above criteria words such as “well-known” and “sufficient knowledge” are used. This 

approach is also known as the ‘familiarity’ concept, which has been intensively debated. The 

genealogy of the concepts of ‘familiarity’ can be traced back to the concept of ‘substantial 

equivalence’. The ‘familiarity’ concept takes into consideration what is known about the 

characteristics of the non-modified organisms and experience with the use of these 

                                                 
598 European Commission, COM (1998) 85 final. My emphasis. 
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organisms.599 When information on the non-modified plant species, its traits, and cultivation 

practices correspond to the biology and the intended purpose of a genetically modified plant, 

it is considered as familiar. The question here is how reliable the information concerning the 

non-modified organisms is compared to the genetically modified organisms produced for the 

market. In the proposal, the result for genetically modified organisms that fit the above 

criterion is that they will be examined more rapidly. In practice this means that the competent 

authority shall respond in writing to the notifier within 30 days instead of 90 days for those 

GMOs that do not pass the criteria.600 

 

In September 1998, the Economic and Social Committee (ESC) published their opinion on the 

proposal.601 The ESC has been consulted by the Council (April 9, 1998) to give their view on 

the new legislative amendment. The ESC is in general positive to the proposal but was some 

objections. In article 4 concerning risk-assessment principles, which I discussed above, the 

ESC advised the Commission to refer to the precautionary principle with regard to potential 

risks for health and the environment. Concerning the risk assessment principles (Annex II), 

the ESC stated that the interaction between GMOs and their ecosystems was not been 

properly developed. The ESC emphasizes that by referring to ecosystem they mean both the 

ecosystems outside the place of production, which is the environment in general or put in 

other words, the non-farm ecosystems, but also ecosystems involved in biological production 

processes, which in this case is the agricultural eco-system. The ESC highly recommended 

linking those issues with the existing legislation on environmental impact assessment (EIA). 

 

The ESC also commented on the simplified administrative procedures for granting consent for 

GMOs. They argued, “while the benefits of a simplified procedure are undoubted, it is worth 

noting that the vital mechanism for choosing between the simplified and non-simplified 

procedures is still in suspension, since the relevant criteria have not yet been established.”602 

The ESC argued that there are already legal regulations for simplified procedure for 

genetically modified plants in force but not for animals and micro-organisms.603 They 

                                                 
599 A. Van Dommelen, “Useful Models for Biotechnology Hazards Identification: What is this Thing called 
‘Familiarity’?”, in The Social Management of Genetic Engineering eds. P. Whela, R. von Schomberg, Peter 
(Aldershot: Ashgate Publishing, 1998), 219-236. 
600 European Commission, COM (1998) 85 final. Compare article 6a and 6b. 
601 Economic and Social Committee, Opinion on the proposal for a European Parliament and Council Directive 

amending Directive 90/220/EEC on the deliberate releases into the environment of genetically modified 
organisms, 98/C 407/01.   
602 Economic and Social Committee, 98/C 407/01, article 2.5. 
603 See Decisions 94/730/EC, Official Journal of the European Communities - 12.11.94 - Page No L 292/31. 
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expressed worries about legal uncertainties with reference to the practical administration of 

these issues based on the fact that experience so far only concerns plants. 

 

7.2.3.1999: Uncertainties and Precautions – a New Direction. 

In February 1999 the Parliament published their amendments to the proposal.604 This was the 

first reading of the Parliament, which approved the proposal with amendments. I will here 

consider some of the amendments that converge with the earlier discussion. 

 

Regarding the ethical considerations in the preamble, the Parliament added to the 

Commission’s proposal the possibility for not only the Commission to consult on ethical 

issues. The Parliament amendment reads as (the lines in italics are the Parliament addition): 

 

Whereas the Commission or the European Parliament may consult any appropriate 

committee with a view to obtaining advice on matters relating to the release of GMOs 

which in the view of either institutions may raise ethical concerns.605 

 

The Parliament did not suggest any changes for the proposal’s objective, which the ESC was 

also satisfied with. But they suggested several amendments to article 2 that contain definitions 

that are central for the proposal. Earlier I discussed the definition of “environmental risk 

assessment,” which the new proposal from the Commission stated should consider both direct 

and indirect risks to human health and the environment. The Parliament added: “including the 

evaluation of secondary and long-term effects…”606 This short sentence expands the risk 

assessment procedure considerably. 

 

The reference made by the Commission to direct and indirect risks is vague and needed 

clarification. The amendment made by the Parliament can be seen as making this kind of 

clarification but it can also be seen to mean they take the ESC criticism of not taking enough 

consideration of the interaction between GMOs and their ecosystems seriously. The issues of 

secondary and long-term effects mean that the space-time aspect of the risk assessment is 

increased. Genetically modified crops can for example pose risks such as becoming weeds 

within the field that they have been planted in or in nearby habitats. But in addition to these 

                                                 
604 Official Journal of the European Communities, OJ C/1999/150, 363-380. 
605 OJ C/1999/150, 365. 
606 Ibid. Amendment 15 to article 2, paragraph 6.  



 252 

initial risks, GM crops also present risks that may be experienced at a place or time that is 

distant from the field where they were introduced, including non-target organisms and 

impacts in other agricultural ecosystems. The suggestion from the Parliament addresses those 

risks. 

 

The risk assessment procedure in Directive 90/220 was widely criticized by NGOs and 

consumer groups. The Nuffield Council on Bioethics has criticized the case-by-case approach 

for not taking cumulative effects into consideration. An example of cumulative effects could 

be formulated as follows. A crop genetically modified to contain a toxin that kills some 

insects that are harmful to the specific crop is authorized and grown on a large scale. The risk 

assessment procedure however, only tests the GMO crops as a single crop and might not find 

it hazardous as such. Grown more and more on a large scale however, the likelihood for 

cumulative effects to have an affect increases, which could in the worst case affect the whole 

food web either by killing beneficial insects or by removing an important food source for 

other higher species. The Nuffield Council on Bioethics, which examined ethical issues raised 

by new developments in biology and medicine, has published a report called Genetically 

Modified Crops: the ethical and social issues. The report addressed the problem with 

cumulative effects. The Nuffield Council argued, “This potential problem, which of course did 

not exist until a number of releases had taken place, cannot be solved by modification of the 

regulatory regime alone. It needs a broader policy approach.”607 By arguing for a broader 

policy approach, the working party involved in writing the report suggested that regulators 

cannot answer the issue of cumulative effects, dealing with individual applications on a case-

by-case basis. The Nuffield Council argued that a broader perspective could provide a policy 

framework where individual applications could be considered in the contexts of cumulative 

effects on eco-systems. The regulators would then have a framework that could help them 

assess the applications. The added definition on secondary and long-term effects in the 

environmental risk assessment could be what the Nuffield Council on Bioethics was asking 

for. 

 

The Parliament also followed the ESC’s suggestion to refer to the precautionary principle in 

article 4. The article reads after the amendment (the new amendment from the Parliament in 

italics): “Member States and the Commission shall adopt the precautionary principle and 

                                                 
607 The Nuffield Council on Bioethics, Genetically Modified Crops: the ethical and social issues (London: 
Latimer Trend and Company Ltd, 1999), 116. 
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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 of GMOs.”608 The 

intention expressed with a principle, such as the precautionary principle, is significant for the 

approach taken by the Parliament regarding the new proposal. Furthermore, to article 4 a 

number of new paragraphs were added where the first was that the Parliament wanted to 

ensure traceability for all GMOs that are going to be released under the new directive. 

 

The Parliament also stated elsewhere that the notification to the authorities before GMOs are 

placed on the market shall contain a certification system to ensure traceability of GMOs.609 

The second new amendment concerned the use of antibiotic resistance genes for medical or 

veterinary treatment, which the Parliament required that it should not be released into the 

environment.610 The ESC wanted to go a step further and forbid the use of antibiotic 

resistance marker genes in all genetically modified organisms that are deliberately released 

into the environment, as a precautionary measure. The third new amendment declared that 

member states and the Commission should ensure that there will be no gene-transfer from 

GMOs to other organisms in the environment. The fourth amendment forbids GMO releases 

that are known to contain traits or characteristics that pose unacceptable risks to the 

environment or human health or to biological diversity. The fifth asserted that prior informed 

consent must be given before any GMO or GMO products leave the European Union. A sixth 

amendment declared that the member states are responsible for taking all necessary measures 

to terminate unauthorised or accidental release of GMOs, taking remedial actions if there has 

been any damaged caused and to inform other member states, the Commission and the public. 

The last new paragraph stipulated by the Parliament in this case concerned the need to inform 

importing states about the authorisations procedure in the European Union when exporting 

GMOs. All these new amendments seem to express uneasiness on the part of Parliament 

regarding risk issues in the Commission’s proposal. 

 

To make sure that these amendments on risk were taken seriously the Parliament also 

included a new amendment on liability. The Commission added to the proposal an article 

                                                 
608 OJ C/1999/150/363, amendment 17 to article 4, paragraph 1. 
609 OJ C/1999/150/363, amendment 38 to article 11, paragraph 2. 
610 Antibiotic resistance genes are used as selection markers in GMOs, which has caused concerns. What 
constituted the concerns are safety aspects related to the escape or transfer of the antibiotic resistance genes to 
other bacterial strains when these GMOs are introduced into the environment. 
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leaving the sanction arrangement to the member states with the guidelines that they must be 

“effective, proportional, and dissuasive.”611 To this the Parliament added: 

 

Those legally responsible for deliberate releases of genetically modified organisms shall 

have strict civil liability for any damage to human health and the environment caused by 

the releases in question. Before the activities begin, they shall take out sufficient liability 

insurance to cover such losses as might be occasioned thereby.612 

 

The suggestion of a liability system has been put forward earlier by NGOs and consumer 

groups. It has been argued that a liability system could help build public trust regarding the 

use of GMOs. But it is a legal instrument that needs to be combined with the concept of 

traceability for GMOs in order to be able to secure a causal relationship between the GMO 

releases in question and the damage that might have been done. The term “any damage” has 

to be elaborated more, as it is problematic how it would be used. In the environment the 

genetic sequence specific for a certain GM product could be traced and the harm caused by 

any “genetic pollution” could be considered. But the problem is on what grounds one 

measures “damage” to the nature and how should one translate this into monetary terms? For 

example, if a GMO crop creates weeds and spreads into the environment and into other 

farmers’ fields a cost for those farmers to deal with that issue could probably be accounted 

for. But what is the cost for irreversibly creating a weed that will deteriorate the vital 

conditions for other plants? Regarding human consumption of GM products, there is the same 

problem that generally exists in food consumption. Take for example a suspicion that a certain 

GM product is carcinogenic if consumed in a great quantity and that it is the genetic 

modification in itself that is believed to be the cause. Because of the extended timeline 

between consuming food and the development of cancer there are difficulties in determining a 

relationship between consuming a certain product and the likelihood of developing cancer 

from that product. But if such a relationship can be established, is it to be considered as being 

“any damage” and thus possible to claim civil liability? 

 

It has been argued that adding a minor fee for all applications for market approval could 

finance a liability system. It is in line with the intention in the precautionary principle and 

would also show that the biotech industry is willing to take responsibility for their products in 
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a more extensive way which probably would be a step in the right direction in order to build 

public trust. 

 

In the amendments regarding the Principles for the Environmental Risk Assessment (Annex 

II) the Parliament wanted to refer to the precautionary principle explicitly as a motivational 

ground for the risk assessment. The amendment states the definition of the precautionary 

principle and is placed directly after the title in Annex II and states:  

 

The rationale of any risk assessment should be precautionary approach. The lack of full 

scientific certainty or consensus regarding the levels of risks or the likelihood of unwanted 

effects should not be used as a reason for postponing measures to prevent these risks.613  

 

The Parliament placed the above amendment directly after the title in Annex II to emphasise 

the intention guiding any risk assessments that are carried out. Consequently, the Parliament 

continued to emphasise the precautionary approach and besides adding the definition of the 

principle, the Parliament also described the practical consequences of adding the principle to 

Annex II. This is achieved through a new amendment to Annex II: 

 

Where the scientific information that is needed for a risk assessment is inadequate, this 

should be made clear and any decision based on that assessment should err on the side of 

safety to the public. 614 

 

With these amendments to Annex II the Parliament took a strong position regarding a 

precautionary approach. To sum up, for some of the main amendments made by the 

Parliament, besides the incorporation of the precautionary principle, I have pointed to the 

suggestion from the Parliament to hold a person legally responsible for deliberate releases of 

GMOs by introducing civil liability for any damage to human health and the environment 

caused by the releases, introducing possibilities for a traceability system for GMOs, and not 

allowing any marker genes that are resistant to antibiotics to be released into the environment. 

 

                                                 
613 OJ C/1999/150/363, amendment 57 to Annex II. 
614 Ibid. 
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7.2.4.1999 – 2000: Struggles over Risk Definitions  

In March 1999 the Commission adopted their amended proposal.615 Also in the Commission’s 

new proposal is reference to the precautionary principle. The Commission did not however 

emphasise it in the same strong manner as the Parliament. Instead, the Commission 

downgraded the precautionary principle by adding it in the preamble of the proposal, stating 

that: “…the precautionary principle has been taking into account in the drafting of this 

Directive.”616 

 

The Commission also added to their earlier definition of the concept of “environmental risk 

assessment.” Where the Parliament earlier added “…including the evaluation of secondary 

and long-term effects…”617 to the definition, the Commission instead added “immediate or 

delayed risks” which makes the Commission definition: 

 

‘environmental risk assessment’ means the evaluation of the direct, indirect, immediate or 

delayed risks to human health and the environment which the deliberate release of GMOs 

into the environment may pose;618  

 

The Commission did not give any account of how these terms are related or how they should 

be understood and used. It seems that “direct” and “immediate” are closely related and could 

be taken as addressing the same risk issue. It is also not obvious in what way indirect risks 

differ from delayed risks. In this case, the definition and vocabulary used by the Parliament 

(secondary and long-term effects)619 was more comprehensible about how they were related 

to risk issues, as they are more commonly used in the risk literature of GMOs.620 

 

The Commission’s changes to the proposal did not primarily address risk issues but were 

more focused on notification issues. Nevertheless, one change which is related to risk is found 

in article 16, which I earlier described as the article that member states grounded the 

moratorium on. The new amendment to this paragraph by the Commission is: 

 
                                                 
615 European Commission, Amended proposal for a European Parliament and council Directive amending 

Directive 90/220/EEC on the deliberate release into the environment of genetically modified organisms, COM 
(1999) 139. Official journal of the European Communities, OJ C/1999/139/10 
616 Ibid., recital 1.  
617 Official Journal of the European Communities, OJ C/1999/150/363, amendment to article 2, paragraph 6.  
618 European Commission, COM (1999) 139, article 2 (6). 
619 OJ C/1999/150/363, amendment 15 to article 2, paragraph 6.  
620 See for example Jane Rissler and Margaret Mellon, The Ecological Risks of Engineered Crops (Cambridge: 
The MIT Press, 1996). 
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In the event of an acute risk, the deliberate releases shall be terminated immediately and, 

as far as possible the GMOs shall be recovered. In addition, the public shall be informed of 

the risk posed by the GMOs.621  

 

In the above quote the Commission is declaring that the GMOs shall be recovered in the event 

of an acute risk but in order to be successful in the recovery some kind of traceability system 

is required. The Commission does not however propose this at this stage in the policymaking 

process. 

 

In June 1999, the European Council had a meeting in Luxembourg to discuss issues 

concerning the environment.622 Participants were representatives from the Governments of the 

member states, the Council and the Commission. The Governments of the following member 

states; Austria, Belgium, Denmark, Finland, France, Germany, Greece, Italy, Luxembourg, 

the Netherlands, Spain, and Sweden, which should be considered a massive consensus as it 

leaves out only Ireland, Portugal and United-Kingdom, declared the need of implementing a 

more transparent and strict framework particularly concerning risk assessment, taking into 

account the specifics of European ecosystems. Furthermore, the need for developing 

arrangements for monitoring and labelling and to restore the trust of public opinion and of the 

market was also expressed. As I showed in the previous chapter, the member states Austria, 

Belgium, Finland, Germany, the Netherlands, Spain, and Sweden declared that they did not 

intend to authorise any GMOs until it was demonstrated that there would be no adverse 

effects on the environment and human health. During the meeting the governments of the 

member states addressed many of the issues that the Parliament had addressed in their 

proposals. The outcome of this meeting was that the Council agreed to tighten up several 

aspects of the original proposal. The precautionary principle and the ethical dimension were 

taken into account. Other aspects that the Council agreed on were that products containing 

GMOs had to be clearly labelled but it would be possible to exclude GMO products that have 

a content of GMO under a certain threshold.623 

 

                                                 
621 European Commission, COM (1999) 139, article 16 (1). 
622 2194th Council meeting, Press Release PRES/99/203, (13/07/1999), Luxembourg, 24/25 June. 
623 European Commission, Proposal for a Parliament and Council directive amending Directive 90/220/EEC on 
the deliberate release into the environment of genetically modified organisms, Bulletin EU 6, Environment 4/13, 
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After the member states’ meeting with the Council, the Council presented their position in 

December.624 In the preamble the Council addressed the issue of ethical considerations. I have 

earlier described the changes in the preamble concerning the possibility for the Commission 

and the Parliament to raise ethical concerns. Both these institutions have made amendments to 

the proposal in order to construct possibilities for them to raise ethical concerns. The Council, 

however, addressed the issue in a different way. Instead of an ethical top-down perspective 

where the Commission or the Parliament may raise ethical issues, the Council took a bottom-

up perspective as they make it possible for the member states to raise ethical issues instead. 

The Council proposed that “Respect for ethical principles recognised in a Member State is 

particularly important; Member States may take into consideration ethical aspects when 

GMOs are deliberately released or placed on the market as or in products.”625 By focusing on 

the member states, the Council recognised the European cultural differences expressed 

through norms and values and gave possibilities for them to be expressed concerning the 

deliberate release of GMOs. But it is unclear how far “take into consideration” goes. Could 

ethical considerations be used as an argument to stop the approval of GMOs? Another 

important question concerns what kind of ethical considerations will be recognised as 

legitimate claims. 

 

The member states’ emphasis on a precautionary approach to GMOs is expressed in several 

ways. Starting with the preamble, the Commission earlier added in their proposal that: “…the 

precautionary principle has been taken into account in the drafting of this Directive.”626 The 

Council adds to this: “and must be taken into account when implementing it.”627 The Council 

also made a reference to the precautionary principle in the objective of the proposal. In article 

1, the Council further added that the objective for the proposal should be in accordance with 

the precautionary principle and the same reference is made in article 4.1 concerning general 

obligations. 

 

Annex II in the proposal is closely related to the question regarding precaution. The Council 

stated that the purpose with the annex is to describe: “in general terms the objective to be 
                                                 
624 Official Journal of the European Communities, Common Position (EC) No 12/2000 of 9 December 1999 

adopted by the Council, acting in accordance with the procedure referred to in Article 251 of the Treaty 

establishing the European Community, with a view to adopting a Directive of the European Parliament and of 

the Council on the deliberate release into the environment of genetically modified organisms and repealing 

Council Directive 90/220/EEC, OJ 2000/C 64/01. 
625 OJ 2000/C 64/01, 2. 
626 European Commission, COM (1999) 139 
627 OJ 2000/C 64/01, 1. 
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achieved, the elements to be considered and the general principles and methodology to be 

followed to perform the environmental risk assessment (ERA)…”628 The Council made a lot 

of changes in the annex. After the Council revision the annex became more comprehensible 

and lucid by being developed into more logical parts. The principles for environmental risk 

assessment that in Annex II now begin to take the form of the principles that are found in the 

final directive. The Council divided the principles into four different parts containing an 

objective, followed by some general principles for the risk assessment, then information about 

the methodology and finally information concerning potential environmental impacts from 

GMOs. But Annex II starts with a clarification from the Council regarding some conceptual 

definitions on risks and GMOs that the Commission proposed earlier, namely “direct, 

indirect, immediate, and delayed” effects. The Council argues that the reason for making 

these clarifications was to contribute to a common understanding of the definitions.629 The 

reason for the Council to emphasise a common understanding of these definitions could be 

that the Parliament’s proposal is no longer included in the annex (secondary and long-terms 

effects). By developing a more sophisticated terminology regarding the terms suggested by 

the Commission, the Council might hope for a consensus for these terms. The Council 

described the definitions as follows: 

 

’direct effects’ refers to primary effects on human health or the environment which are 

a result of the GMO itself and which do not occur through a casual chain of events,  

 

‘indirect effects’ refers to effects on human health or the environment occurring 

through a casual chain of events either by interaction with other organisms, transfer of 

genetic material, or changes in use or management.  

 

‘Immediate effects’ refers to effects on human health or the environment that are 

observed during the period of the release of the GMO,  

 

‘delayed effects’ refers to effects on human health or the environment which may not 

be observed during the period of the release of the GMO. 630 

 

In the annex there is also an explicit reference to the precautionary principles. In part B, the 

General Principles for the risk assessment, the Council argued that the precautionary principle 
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should be followed when performing a risk assessment. The Council described four different 

areas as general principles. The first principle is based on the concept of familiarity, which I 

mentioned briefly earlier in relation to the administrative procedures for granting consent for 

GMOs (Annex V). In Annex II the Council argued that: 

 

Identified characteristics of the GMO and its use which have the potential to cause adverse 

effects should be compared to those presented by the non-modified organism from which 

it is derived and its use under corresponding situations.631 

 

The second principle emphasises that the risk assessment “should be carried out in a 

scientifically sound and transparent manner based on available scientific and technical 

data.”632 That the Council emphasised transparency in the risk assessment should be seen in 

the light of the moratorium. The member states’ initiative for the moratorium was grounded 

on suspicion regarding the scientific quality on the risk assessment among other member 

states. With that in mind, the Council’s proposal of revising the risk assessment can be seen as 

an attempt to construct common strategies that are met with sympathy from the member state 

but also are more clear and extensive than the earlier directive with the result that incidents 

like the moratorium do not happen again. 

 

The second principle tries to set out a minimal standard for the risk assessment which all the 

member states could approve of. It could be argued that if the Council should embraced the 

precautionary approach their aim would be that the risk assessment should be carried out with 

the best available technology (BAT), but that approach could lead to disagreements among 

the member states regarding what actually is the “best” available technology. So it might be 

that the Council feared that disagreement among the member states regarding the quality of 

the risk assessment could again generate a moratorium as a result. Setting the standard to 

“scientifically sound” must be fail proof as no one could argue that the risk assessment should 

be carried out in a scientifically unsound way and it is a standard that everyone could 

effortlessly live up to. 

 

In the third principle the Council establish that the ERA should be carried out on a case-by-

case basis. This procedure has been incorporated from Directive 90/220 but the Council has 

                                                 
631 Ibid. 
632 Ibid. 
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now added an elucidation regarding what the case-by-case approach means. According to the 

Council, the case-by case method means that: “the required information may vary depending 

on the type of the GMOs concerned, their intended use and the potential receiving 

environment, taking into account, inter alia, GMOs already in the environment.”633 

 

The fourth and last principle declared that the ERA may need to be reassessed if new 

information for either the GMO or its effects on human health or the environment becomes 

available. 

 

Part C in the directive concerns methodology for the ERA, which is separated into two parts. 

The first part concerns information regarding technical and scientific characteristic of GMOs 

and releases. The other part identifies some points that should be taken under consideration 

when drawing conclusions for the risk assessment. Here the Council focus on identification 

and evaluation of adverse effects of GMOs, including the potential consequences of the 

adverse effects as well as the likelihood of such effects. The Council also argued that a 

management strategy should be defined to manage the risks from deliberate release of GMOs. 

The principles for the environmental risk assessment end with a list containing information on 

important issues for the conclusion of the risk assessment. 

 

The Council also followed the Parliament and stated that besides the risk assessment the 

member states shall ensure traceability at all stages of the placing on the market of GMOs. 

Another suggestion that the Council agreed with the Parliament was the issue of antibiotic 

resistant genes. The Council stated that member states should take particular consideration 

regarding GMOs containing genes expressing resistance to antibiotics in the risk assessment 

with a view to phasing out markers, which may have adverse effects on human health and the 

environment. 

 

As mentioned above, the development of the risk assessment could be seen as an attempt to 

develop common strategies in Europe and bring a closure to the controversy of GMOs. The 

work of the Council could be seen as a reply to the criticism for not having a sufficient legal 

system and a satisfactory handling procedure regarding the risk assessment. 

 

                                                 
633 Ibid. Emphasis in original.   
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After the adoption of the Common Position by the European Council, the Commission 

summarised the changes made by the Council and their standpoints to the changes to the 

Parliament. The Commission incorporated the explicit reference to the precautionary principle 

where member states are required to ensure traceability, and the Council’s proposal on 

antibiotic resistant markers. The Commission comment to these changes was that they 

“consider that these provisions confirm the precautionary approach and facilitate control and 

inspection measures by Member States and can therefore accept these changes.”634 The 

Commission concluded their report by stating that: 

 

The Common Position maintains in principle the basic structure of the Commission Proposal 

but builds on specific elements to provide for a more stringent and transparent regulatory 

framework. Specific changes have been introduced in order to strengthen the principles of 

the risk assessment procedure and the inclusion of public consultation linked with mandatory 

labelling at all stages of the placing on the market of GMOs increases transparency. In 

response to the growing public concerns about potential adverse effects of GMOs, the need 

for a more transparent and stringent regulatory system for the deliberate releases of 

genetically modified organisms into the environment has now become clear. The Common 

Position has built upon the original Proposal and the Commission is satisfied it will provide 

for an effective and efficient regulatory framework that takes into account both public 

concerns and the interest of the industry.635 

 

7.2.5.2000 - 2001: Negotiations and Compromises 

In March 2000 the Parliament published their recommendation on the Council’s common 

position.636 Concerning article 4, which stipulated the general obligation for the directive, the 

Parliament proposed yet again some of their amendments that were not accepted by the 

Council the first time. The Parliament argued that GMOs containing genes that express 

resistance to antibiotics not only should be taken into particular consideration in the 

environmental risk assessment and over time be phased out but instead should not be allowed 

                                                 
634 European Commission, Communication from the Commission to the European Parliament pursuant to the 

second subparagraph of Article 251 (2) of the EC-Treaty concerning the Common Position adopted by the 

Council with a view to the adoption of a Directive of the European Parliament and of the Council on the 

deliberate release into the environment of genetically modified organisms and repealing Council Directive 

90/220/EEC. COD 98/0072 (13/01/2000). 
635 Ibid.   
636 European Parliament, Recommendation for Second Reading on the Council common position for adopting a 

European Parliament and Council directive on the deliberate release into the environment of genetically 

modified organisms and repealing Council directive 90/220/EEC., A5-0083/2000. 
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to be released at all into the environment.637 Another proposal from the Parliament that did 

not find any sympathy at the Council was a suggestion that the member states and the 

Commission should ensure that measures are taken to prevent gene transfer from GMOs to 

other organisms.638 The Parliament also wanted to emphasise that traceability should not only 

be in force for GMOs that are going to be placed on the market but also include deliberate 

release, i.e. the traceability requirement should apply to all forms of releases.639 

 

In article 31 concerning penalties, the Parliament tried to argue for their earlier amendment on 

liability, which I discussed before, declaring that those who are responsible for any GMO 

releases shall have strict civil liability for any damage to human health or to the 

environment.640 The Parliament also argued that before any activity takes place there must be 

sufficient liability insurance to cover any damage that can take place. This was also an 

argument that the Council did not accept in their common position. 

 

The last amendment that I will take up here concerns Annex II (Principle for the 

Environmental Risk Assessment). I described earlier that the Parliament and the Commission 

propose different risk terms, the Commission wanted to use “direct, indirect, immediate and 

delayed” effects and the Parliament wanted to use “direct, indirect, secondary, and long-term 

effects” with the result that the Council supported the Commission line in their Common 

Position. The Parliament was not satisfied with that and suggested that: 

 

A general principle for environmental risk assessment shall also be an assessment/analysis 

of the “accumulated long-term effects “. “Accumulated long-term effects” refers to the 

accumulated effects of all consents on natural flora, other crops, soil fertility, soil 

degradation of organic material, the food chain, biological diversity, human health, and 

resistance problems in relation to antibiotics.641  

 

The Parliament furthermore argued, “It is absolutely crucial to have an assessment of the 

long-term accumulated effects as a principle of environmental risk assessment.”642 I would 

argue that the reason that the Parliament think that this principle is so important is that the 

                                                 
637 Ibid., amendments 11. 
638 Ibid., amendments 12. 
639 Ibid., amendments 14. 
640 Ibid., amendments 33. 
641 Ibid., amendments 34. 
642 Ibid. 
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other risk terms in Annex II do only base the risk assessment on the individual consent and 

the individual product and do not address the aggregated effects of all consents in relation to 

individual new consents. This is the same criticism that The Nuffield Council on Bioethics has 

presented regarding not taking cumulative effects into consideration when performing risk 

assessment, which I have pointed out earlier. 

 

In May 2000 the Commission published their opinion on the amendments that the European 

Parliament has proposed.643 The Commission only fully accepted four amendments out of 

twenty-nine that the Parliament proposed. Nine other amendments are accepted in principle 

but not as they are presently formulated. Primarily the Commission criticism is that the 

amendments need to be more aligned with either the other parts of the directive or to the 

overall Community legislative framework. The Commission did not accept the other sixteen 

amendments. Among those that were not accepted were the Parliament’s amendments on civil 

liability and their attempt to introduce a risk assessment of long-term effects. The 

Commission accepted in principle the Parliament suggestion that the member states and the 

Commission should ensure that measures are taken to prevent gene transfer from GMOs to 

other organisms. Their objections were that the phrasing has to be aligned with the legal text 

of the Directive and that the reference to the Commission should be deleted as they argued 

that “the Commission does not regularly play a role when risk assessment is conducted under 

Member States competence.”644 The Commission also commented on the Parliament 

amendment on antibiotic resistance marker genes and agree on the importance of phasing out 

the use and replacing it with alternatives as soon as practically possible. They also declared 

“…the Commission can agree to strengthen this political message.”645 But the Commission 

did not believe that it was possible to have a fixed deadline for the phasing out of these 

markers. Instead the Commission argued that the questions of phasing out antibiotic 

resistance marker genes should take into consideration the difference between research 

activities and the placing on the market of GMOs. As a result, the Council informed the 

Parliament in September that they were unable to approve all of the Parliament’s 

amendments. 

                                                 
643 European Commission, Opinion of the Commission pursuant to Article 251(2) (c) of the EC Treaty, on the 

European Parliament's amendments to the Council's common position regarding the proposal for a directive of 

the European Parliament and of the Council on the deliberate release into the environment of genetically 

modified organisms and repealing Council Directive 90/220/EEC, amending the proposal of the Commission 
pursuant to Article 250(2) of the EC Treaty, COM(2000)293 1998/0072 (COD) (16/05/2000). 
644 Ibid., 4. 
645 Ibid., 5. 
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The Commission’s and the Council’s negative response to the Parliament’s amendments had 

the consequence that a Conciliation Committee was set up. The question of antibiotic 

resistance markers in GMOs, liability issues, and long-term effects concerning the interaction 

with other GMOs and the environment were important questions for the Parliament. The 

Conciliation Committee had a meeting where they considered the common position that was 

previously taken by the Council and the proposed amendments made by the Parliament. On 

13 December a press release declared that the Parliament and the Council had made 

agreements regarding the directive.646 The press release stated that the European Parliament 

and the Council had agreed on a joint text concerning the proposed directive but that the 

agreement still had to be confirmed by both institutions. On 20 December 2000, the co-

chairmen of the Conciliation Committee established that the joint text was approved and 

forwarded it to the Parliament and to the Council. If the agreement was confirmed by an 

absolute majority in the Parliament and by a qualified majority in the Council it would be 

definitely adopted. On 26 January 2001 the Parliament’s delegation to the Conciliation 

Committee adopted the draft legislative resolution by 13 votes with 2 abstentions.647 The 

Parliament’s delegation handed over the report to the Parliament with the recommendation 

that the Parliament adopted the joint text. On 14 February the European Parliament voted in 

favour of the joint text.648 

 

In the agreed text the Parliament succeeded in reaching an agreement with the Council on a 

deadline for the phasing out of antibiotic resistance markers in GMOs. One argument that the 

Commission earlier based their refusal on was that the Parliament did not distinguish between 

research activities and placing on the market. In the agreement between the Parliament and 

the Council the timetable for the gradual elimination of antibiotic resistance markers was set 

to the end of 2004 for commercial releases and the end of 2008 for research purposes.649 

 

On 15 February 2001 the European Council formally adopted, with the French and the Italian 

delegations abstaining, the new Directive, thereby making it definitely adopted. The directive 

                                                 
646 European Commission Press Release, Parliament – Council conciliation committee agreement on the 

directive on the deliberate release of GMOs into the environment, PRES/00/480, 2000-12-13. 
647 Ibid. page 4. 
648 European Commission Press Release, Decision adopted by written procedure, PRES/01/50 (15/02/2001). 
649 European Parliament, Report on the joint text approved by the Conciliation Committee for a European 

Parliament and Council directive on the deliberate release into the environment of genetically modified 

organisms and repealing the Directive 90/220, A5-0032/2001. 
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was published in the Official Journal of the European Communities on April 17 2001, which 

meant that member states had to implement the directive provisions by October 17 2002. 

 

7.3. The Final Directive 2001/18: Some Remarks 

The directive declared that: “Member States, in accordance with the precautionary principle, 

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 the placing on the 

market of GMOs.”650 The explicit reference to the precautionary principle is one of the major 

changes in the new directive. 

 

Habermas argues that a communication that aims at mutual understanding could work as a 

medium for social integration through values, norms, and consensus formation. A 

communicative rationality could according to Habermas, overcome the tension between 

strategic rationality and value rationality as it could function as a medium for cultural 

reproduction, social integration, and socialisation and thus take over as a steering medium for 

social interaction.651 The precautionary principle could been seen to symbolize the outcome of 

a communicative rationality in GMO politics as it in many ways functions as a medium for 

social integration through values, norms, and consensus formation and thus is situated 

between strategic rationality and value rationality. 

 

The precautionary principle implies that lack of full scientific proof of harm cannot be used to 

obstruct measures intended to prevent harm.652 How this should be interpreted in real 

situations has been contested. In the directive, the precautionary approach can be interpreted 

in the case-by-case approach formulated in article 4: 

 

                                                 
650 Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliberate 
release into the environment of genetically modified organisms and repealing Council Directive 90/220/EEC, OJ 
L/2001/106/ 1, article 4. 
651 J. Habermas, The Theory of Communicative Action. Lifeworld and System: A Critique of Functionalist 

Reason , Vol. 2 (Boston: Beacon Press, 1987), 86. Habermas term communicative rationality is linked to the 
possibility for agents to reach understanding and consensus through speech acts. Habermas argues that 
“Intuitively underlying the concept of communicative rationality is the experience of the noncoercively unifying, 
consensus-promoting force of argumentative speech.” J. Habermas, On the Pragmatic of Communication 
(Cambridge: The MIT Press, 1998), 220. 
652 One of the most popular statements of the precautionary principle is Principle 15 of the 1992 Rio Declaration 
of the UN Conference on Environment and Development. It states that: “In order to protect the environment, the 
precautionary approach shall be widely applied by States according to their capabilities. Where there are threats 
of serious or irreversible damage, lack of full scientific certainty shall not be used as a reason for postponing 
cost-effective measures to prevent environmental degradation.” 
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Member States and where appropriate the Commission shall ensure that potential adverse 

effects on human health and the environment, which may occur directly or indirectly 

through gene transfer from GMOs to other organisms, are accurately assessed on a case-by-

case basis. This assessment shall be conducted in accordance with Annex II taking into 

account the environmental impact according to the nature of the organism introduced and 

the receiving environment.653   

 

The above citation refers to Annex II, which includes different principles for the 

environmental risk assessment (E.R.A.). Annex II stated that: 

 

The objective of an E.R.A. is, on a case by case basis, to identify and evaluate potential 

adverse effects of the GMO, either direct or indirect, immediate or delayed, on human 

health and the environment which the deliberate releases or placing on the market of GMOs 

may have. The E.R.A. should be conducted with a view to identifying if there is a need for 

risk management and if so, the most appropriate methods to be used.654   

 

In Part B of the directive there are articles about the deliberate release of GMOs for any other 

purpose than for placing on the market. This part covers experimental releases, so-called field 

trials, of GMOs that are used in order to study their performance, behaviour, and interaction 

with outside factors before applying for a market release of the GMO. Part C covers articles 

for marketing authorizations of GMOs to be used on a commercial scale but also GMOs that 

are imported from non-EU countries and that will be used in the food or animal feed 

industries. Part D consists of the final provisions. Despite the European Commission’s initial 

hope that the moratorium could be lifted with this new legislative framework, further reforms 

were necessary. 

 
Voss and Kemp have argued that problem-solving in second-order reflexivity consists of: 

 

…a procedural approach towards reflecting the interdependencies, understanding aggregate 

effects of specialised concepts and strategies, and engaging in the modulation of ongoing 

                                                 
653 OJ L/2001/106/ 1, article 4, paragraph 3. 
654 According to the Annex; ’direct effects’ refers to primary effects on human health or the environment which 
are a result of the GMO itself and which do not occur through a casual chain of events, while ‘indirect effects’ 
refers to effects on human health or the environment that occurs through a casual chain of events either by 
interaction with other organisms, transfer of genetic material, or changes in use or management. ‘Immediate 
effects’ refers to effects on human health or the environment that are observed during the period of the release of 
the GMO, while ‘delayed effects’ refers to effects on human health or the environment which may not be 
observed during the period of the release of the GMO.  
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societal developments by establishing links, organising problem-oriented communication 

and interaction among distributed steering activities. 655 

 

I would argue that what the quote describes is what could be experienced in the process of 

making GMO Directive 2001/18. These new problem-handling paradigms and institutional 

arrangements that emerge in the shift from technical rationalism to a more constructive 

rationalism characterised by communicative rationality indicate also a shift in the process of 

reflexivity. One could here identify another form of reflexivity, namely a reflexivity that is 

not primarily focused on the self-confrontation part but instead is a reflexivity that emerges 

from society’s own functions, conditions, and causes. 

 

                                                 
655 J. Voss and R. Kemp, “Reflexive Governance for Sustainable Development – Incorporating feedback in 
social problem solving.” Paper for ESEE Conference in Lisbon, (June 14-17, 2005), 8. 
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8.  Regulative Closure or Towards a New 
Moratorium? – The Struggle between 
Coexistence and Segregation of GM crops 

8.1. Introduction 

After the regulative disputes concerning the amendment of Directive 2001/18, the next 

conflict that arose concerned how segregation practices should be managed between GM, 

conventional and organic crops for preventing admixtures. The new dispute yet again 

demonstrated that there were deep ontological differences between some member states and 

the Commission regarding GMOs. The European Commission published guidelines for the 

development of strategies and best practices to ensure the coexistence of genetically modified 

(GM) crops with conventional and organic farming in July 23, 2003.656 The guidelines could 

be seen as a compliment to the regulatory framework on GMOs. The guidelines are a 

recommendation to the member states and the Commission’s intention was to help member 

states to develop methods for coexistence in agreement with EU legislation and thus 

overcome the confusion, ambiguity, and controversy that had surfaced over the 

implementation of coexistence rules. 

 

The controversy over coexistence measures also brought to the fore, again, the characteristics 

that had accompanied the regulatory landscape of GMOs, i.e. high scientific uncertainty, lack 

of public trust, risk, diverse interests, and asymmetrical power among the actors involved. 

How the Commission has applied the existing regulatory framework and mechanisms to cope 

with the legislative challenge in a new socio-political context is important to investigate, as it 

would concern other regional authorities who try to employ legal sanctions in order to be 

GMO-free.  

 

This chapter explores the controversy over coexistence between the Commission and the 

regional authorities that had recently attempted to create GMO-free areas. More specifically, I 

                                                 
656 European Commission, Recommendation on guidelines for the development of national strategies and best 

practices to ensure the co-existence of genetically modified crops with conventional and organic farming, OJ L 
189/3, 2003. 
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will focus on how risk issues and the precautionary principle are interpreted and framed in the 

regulatory dispute between the Commission and Upper Austria. This case study indicates that 

the use of the precautionary principle and other regulative measures that are not in alignment 

with the internal market paradigm do not prompt any sympathetic response from the 

Commission. 

 

I start with an account of the sources of conflict regarding the issue of coexistence. After that 

I portray the two different discourses that have arisen from these sources of conflicts - the 

‘coexistence discourse’ versus the ‘segregation discourse’. The legislative approach that the 

Commission promoted is referred to as the ‘coexistence’ discourse. Next, I explore the 

‘segregation discourse’, which is the legislative approach taken by regional authorities in 

member states, which is referred to as the ‘segregation’ discourse. From here, I describe the 

Commission’s assessment and response to a legislative initiative made by Upper Austria in 

which they tried to ban the cultivation of GMOs through a legal approach. 

 

My intention with describing which issues the controversy revolves around and framing those 

issues within two conflicting discourses is to contextualise the development of the coexistence 

controversy before constructing the legislative process of the Commission and Upper Austria. 

My focus in this process is to describe the rationale behind the different arguments and 

standpoints. 

 

8.2. Sources of Conflicts 

The guidelines for coexistence that the Commission proposed could been seen as a 

compromise solution as they should provide that “no form of agriculture should be excluded 

in the EU.”657 These conflicts are also interesting to examine because of their relationship to 

law, science, and politics. The disputes over coexistence brought to the fore the connection 

between legal decision-making, political discourse, and expertise in the legal-administrative 

process. Therefore it is important to scrutinise the policy choice of coexistence in relation to 

the structure of the European Union’s overall GMO policy. There are several sources of 

conflicts within the issue of coexistence. However, I have chosen three different issues that I 

consider to be central to the coexistence controversy. (1) Which level of mixture of GMOs 

                                                 
657 European Commission, GMOs: Commission addresses GM crop co-existence, IP/03/314 (Brussels: Press 
Release, 2003, March 5). 
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should be allowed in non-GMO and organic crops? (2) What should the isolation distance 

between fields with GM crops, non-GM crops and ecological crops be in order to avoid 

mixtures? (3) What is the status of organic crops and how should organic farming be 

considered in relation to GM crops? These three conflicts are also interesting through their 

relation to risk and precaution but the issue of coexistence is also linked to a number of 

broader questions about GMOs. For example, one could interpret coexistence as a way for the 

Commission to once and for all lift the de-facto moratorium within the EU.  

 

(1) The guidelines for coexistence established that no form of agriculture should be excluded 

in the European Union. The idea was to promote choice, so that farmers could choose the 

agricultural cultivation system that they preferred. The choice consisted of three different 

systems including (I) conventional cultivation using non-GMOs, (II) organic crops using 

exclusively non-GMOs, and (III) genetically modified crops. The distinction between non-

GMO and organic crops is that conventional crops are considered non-GMO if the crops 

contain less then 0.9% GM material. However, the 0.9% GM material has to be adventitious, 

that is, unintended and unavoidable, in order to be considered non-GMO. 

 

The threshold of adventitious presence of GM material in crops has been controversial and the 

Commission has conducted studies in order to estimate the flow of adventitious GM and to 

determine distances needed to avoid mixtures over the threshold of 0.9 per cent.658 The 

threshold had been controversial as admixtures of up to a certain proportion are excluded 

from labelling. Furthermore, the lower the threshold, the more complex and expensive it will 

be to respect it because of the increased difficulties of monitoring and tracing gene flows. It 

has been recognised that a zero percent tolerance is, however, not achievable. Many factors 

contribute to gene flows such as geographical, ecological, and climatic conditions. Also, 

forecasts about the quantity of cultivation that will contain GMOs have to been taken under 

consideration when deciding on separation distances between GMOs and other crops. 

Furthermore, the issue of coexistence is linked to broader issues about the impact of 

cultivating GM crops, for example, the determination of potential cross-cultivation and other 

risks with GMOs is still disputed. I will return to these conflicts when I discuss the case of the 

Commission versus Upper Austria.   

 

                                                 
658 Europeans Commission DG Joint Research Centre, New case studies on the coexistence of GM and non-Gm 

crops in European Agriculture. EU 22102 EN 2006. 
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(2) In order to avoid genetic contamination by GMOs over 0.9%, separation distances 

between GM crops and other crops have to be determined. It is interesting to note the different 

isolation distances that the member states proposed. See table 9. How should the differences 

be interpreted? 

 

Table 9: Summary of crop specific isolation distances
659

. 

        SeparaSeparaSeparaSeparation distances between GM crops and…tion distances between GM crops and…tion distances between GM crops and…tion distances between GM crops and…    

CropCropCropCrop    Crop included byCrop included byCrop included byCrop included by    Conventional Conventional Conventional Conventional     OrganicOrganicOrganicOrganic    

Oilseed Rape Luxembourg 

Poland 

3000m 

500m 

3000m 

1000m 

Maize Czech Republic 

Denmark 

Hungary 

Luxembourg  

Netherlands 

Poland  

Portugal  

Spain 

Sweden 

70m 

200m 

400-800m 

800m 

25m 

200m 

200m 

50m 

15-50m
660

 

200m 

200m 

400-800m 

800m 

250m 

300m 

300m 

50m 

identical 

Beet Denmark 

Luxembourg  

Netherlands 

Poland  

50m 

2000m 

1,5m 

100m 

50m 

2000m 

3m 

100m 

 

In response to the Commission’s declaration of its intention to promote co-existence in 

Europe, some member states reacted by presenting a regulatory framework where extensive 

buffer zones for GM cultivation were suggested. Following those recommendations would 

entail that in practice any GM cultivation in those member states would be impossible. 

However, it is interesting to compare the different isolation distances that the member states 

proposed and it raises several questions. For example, what do the differences in the proposed 

isolation distance indicate? What does it say about risk and the precautionary principle? When 

it came to risk regarding crosspollination between crops I do not think that the member states’ 

authorities responsible for implementing coexistence have misinterpreted or missed some 

                                                 
659 Commission Staff Working Document, Communication From the Commission to the Council and the 

European Parliament, Report on the implementation of national measures on the coexistence of genetically 
modified crops with conventional and organic farming, COM(2006) 104, page 15. 
660 For single-gene constructs: 25m grain and sweet maize; 15m forage maize. For others: 50m grain and sweet 
maize; 30m forage maize.   
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relevant study regarding crosspollination. Nevertheless, the differences in the distance 

between the member states’ fields have to be accounted for in some other way. It could be 

that the members states have interpreted the role of the precautionary principle differently, 

which has resulted in different distances. Another assumption would be that the distances 

reflect more of a political standpoint regarding GMO than a scientific one. However, to 

answer all those questions for each of the member states is beyond the scope for this chapter, 

but I will investigate how the region of Upper Austria has argued.  

 

(3) The issue of coexistence is particularly sensitive for farmers that use organic farming. 

Regulation no. 1830/2003 states that a product has to be labeled as genetically modified if the 

GM content, assumed to be unintentional, exceeds 0.9%.661 However, EU law does not make 

any difference between conventional and organic cultivation regarding GMOs. But the 

present self-imposed organic regulation stipulated by organizations promoting organic 

farming does not allow any GMO whatsoever. The dilemma springs from the fact that 

organizations promoting organic farming argue that extraordinary preventative measures have 

to be taken to protect organic cultivations from any unintended presence of GMOs. This has 

been a source of conflict between the Commission, member states and organizations 

promoting the cultivation of organic crops. 

 

The certified organic producers are worried that with a 0.9% limit it will be difficult to 

produce organic products without any traces of GMOs. The idea with coexistence is to 

include all forms of agriculture in Europe and function as a compromise. However, a new 

study on coexistence measures in two regions in Spain (Catalonia and Aragon) indicates that 

the implementation of coexistence measures failed to resolve conflicts among farmers and 

instead generated new ones.662 The new conflicts are caused when individual farmers discover 

that their fields have been contaminated, and then in order to be compensated have to identify 

the farmer responsible for the contamination. The case study shows that there were difficulties 

for farmers to present undisputed evidence of the source of the contamination.663 Besides 

these legal problems, coexistence measures and contamination have also caused social 

problems for organic farmers. The study indicated several cases where farmers had been 

                                                 
661 Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22 September 2003 on 
genetically modified food and feed, OJ L 268, (October 18, 2003), p. 1–23, article 7, paragraph 2.  
662 R. Binimelis, “Coexistence of plant and coexistence of farmers: Is an individual choice possible,” Journal of 

Agricultural and Environmental Ethics, 21, no 5 (2008): 437-457. 
663 Ibid., 448. 
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reluctant to publicly report cases of contamination. Farmers preferred to take the economic 

cost and lose their organic certification than to confront their neighbours.664 The result has 

been that an increasing number of organic farmers have felt a social pressure to shift to GM 

crops. For example, the area of organic maize in the region of Aragon was reduced by 75% 

between 2004 and 2007.665 The result of the case in Spain was summarized as: 

 

Considerations of the social conditions in which the technology and the management 

measures are implemented, and to what degree they will be observed, were not taken into 

account. Problems in establishing causation and dispute-solving mechanisms have resulted in 

the promotion of a biotechnological agriculture over an organic one.666  

 

What differed in the regulatory governance regarding previous GMO directives and 

regulations was that the Commission took a whole new approach with coexistence. Regarding 

coexistence measures and how segregation practices should be designed in order to prevent 

admixtures, the Commission left it to the member states to design the regulation framework. 

Former regulation concerning GMOs was developed by the EU, which the member states 

should then implement. However, developing segregation practice is a complex issue to 

handle as the possibilities for GMOs to become mixed is very varied. Mixtures can occur 

between related fields as well as over great distances. Segregation measures must therefore 

take under consideration both farming practices such as isolation distances and buffer zones 

between fields, post-harvest practices such as the cleaning of harvest machines and other 

utilities used on the farm, as well as the logistic system including the chain of production, 

packing and distribution in order to avoid mixtures. 

 

I have now commented on some of the disputes that are related to the concept of coexistence. 

I will now continue to describe two different regulatory discourses that have evolved from the 

Commission’s attempt to introduce coexistence. The first I have named ‘the coexistence 

discourse’ which represents the regulatory process of developing the guidelines for 

coexistence and the proponents behind such a regulatory endeavour. The other discourse, 

named ‘the segregation discourse’ is to be regarded as a counter discourse and is in many 

ways a response to the Commission’s attempt to incorporate coexistence laws. After I have 

                                                 
664 Ibid., 450. 
665 Ibid. 
666 Ibid., 452. 
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outlined these two discourses I will describe Upper Austria’s attempts to declare their region a 

GMO-free region, and the regulatory turns in this enterprise.  

 

8.3. The Coexistence Discourse – Towards a New 

Regulatory Framework in the EU  

The reference for the legal base for national coexistence measures can be found in Directive 

2001/18/EC on the deliberate release of GMOs and Regulation 1829/2003 on genetically 

modified food and feed. In Directive 2001/18/EC, Article 22 on free circulation declared that 

“Member States may not prohibit, restrict, or impede the placing on the market of GMOs, as 

or in products, which comply with the requirements of this Directive.”667 There existed 

nevertheless safeguard clauses that state that if new information becomes available and there 

is motivation based on detailed grounds and scientific knowledge to consider an already 

properly notified product to be a risk for the environment or for human health, then member 

states can on a provisional basis restrict or prohibit the use or sale of the product.668 

 

While a member state may not in general prohibit, restrict or impede GMO products that have 

been notified in the EU, the Food and Feed Regulation stated in the amendments to Directive 

2001/18/EC that: “Member States may take appropriate measures to avoid the unintended 

presence of GMOs in other products.”669 This amendment has been incorporated after the 

declaration made by the Commission in the report Life science and biotechnology – A strategy 

for Europe that: “public authorities in partnership with farmers and other private operators 

need to develop agronomical and other measures to facilitate the coexistence of different 

agricultural practises without excluding GM crops.”670 The Commission stated three 

arguments for applying different agricultural practises, namely freedom of choice for the 

economic operator, safeguarding sustainability, and the diversity of agriculture in Europe.671 

The report consisted of two parts, where the first consists of strategies for developing the 

European life science and biotechnology possibilities and the second part consist of an action 

plan to incorporate these strategies. In the action plan the Commission stated that: 

 
                                                 
667 Directive 2001/18/EC, article 22. 
668 Ibid., article 23. 
669 Regulation (EC) No 1829/2003, article 43, paragraph 2:1 
670 Communication from the Commission to the Council, the European Parliament, the Economic and Social 
Committee and the Committee of the Regions of 23 January 2002, Life sciences and biotechnology - A Strategy 

for Europe, COM(2002) 27 final, (O. J. 2002/C 55/03), 21. 
671 Ibid. 
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The Commission will take the initiative to develop, in partnership with Member States, 
farmers and other private operators, research and pilot projects to clarify the need, and 
possible options, for agronomic and other measures to ensure the viability of conventional 
and organic farming and their sustainable coexistence with genetically modified 
organisms.672   

 

While working on the traceability and labelling regulation, the European Parliament 

recommended that the regulation should include guidelines for segregation practice, in order 

to avoid accidental contamination of foodstuffs with GMOs. In the modified legislative 

proposal, the Commission did not accept the measures for avoiding accidental contamination 

that the Parliament suggested. The argument from the Commission was that the objective of 

the regulation was to trace products and not to avoid the adventitious or technically 

unavoidable presence of GM material in food. The European Parliament then in the 2nd 

reading added a new article on coexistence. The new article determines that the member states 

should ensure that the notifier or any person selling GM products took “appropriate measures 

to prevent the unintended presence of the GMO or part thereof in other products”673 and that 

the Commission should develop guidelines on the coexistence of genetically modified, 

conventional and organic crops. 

 

In the legislative final act made public on September 22, 2003 the measures for enabling the 

coexistence of production of organic and conventional crops with GMOs were introduced 

along with the declaration that member states would be allowed to take appropriate measures 

to ensure that there would be no unintended presence of GMOs in other products. It was also 

established that the Commission would suggest recommendations to member states, providing 

a framework for coexistence to help put this into practise. An interesting aspect in this episode 

was that the European Parliament first referred to their guidelines as “segregation practise”, 

did they not seem to win any sympathy with the Commission. But in the 2nd reading the 

Parliament, as mentioned above, added a new article. Now the Parliament did not mention 

“segregation” instead they used the term “coexistence.” The term “coexistence” seems then to 

have prevailed even when the term “coexistence” is misleading; the GM crops are not 

intended to coexist, other than in a rhetorical sense, with other crops but in reality the crops 

would be segregated. 
                                                 
672 Ibid., 41. 
673 European Parliament second reading of the proposal for a European Parliament and Council regulation 
concerning traceability and labelling of genetically modified organisms and traceability of food and feed 
products produced from genetically modified organisms and amending Directive 2001/18/EC. Session document 
A5/0204/2003, (4 June 2003), amendment no. 16.  
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The European Commission presented its recommendations on September 29, 2003 to the 

European Council. The Commission made a presentation to the Council based on a 

questionnaire that had been prepared by the Presidency and submitted to the delegations of 

the member states. The delegations were reported to welcome the Commissions 

recommendations as a first step towards measures that would ensure coexistence based on the 

principle of subsidiary. The Council positions on the questionnaire could be summarized in 

three different parts.674 

 

1. GMO free zones. Several delegations asked for a definition of GMO free zones, especially 

the possibility of considering regional measures in accordance with the principles of 

proportionality and specificity. They also expressed that in order to guarantee coexistence 

one has to consider the different plant varieties as well as regional peculiarities. 

 

2. Tolerance thresholds. A number of delegations requested a rapid adoption of tolerance 

thresholds for the adventitious presence of GMOs in seeds. Some regarded it as 

unnecessary to adopt other thresholds that were not already covered in the current rules. A 

specific threshold for organic crops was stated by some delegations to be an issue that 

needed to be discussed in detail.  

 

3. Liability. A large number of delegations were concerned whether it was possible to lay 

down Community-level rules on liability concerning the occurrence of contamination of 

conventional and organic crops by genetically modified crops.  

 

Of the three above positions, the Commission has focused on deciding tolerance thresholds 

for the adventitious presence of GMOs. A legal labelling threshold of 1% existed already for 

food products.675 Already in 2002, a study had been carried out by the Joint Research Centre 

which indicated that the 1% threshold was possible but only through changes in farming 

practices.676 However, it was recognised that the mixtures levels of GM material varied 

significantly depending on the crops and farm type (2.2% - 0.1%). The study also investigated 

the possibility for very low thresholds (~ 0.1%), which could be used concerning organic 

farming. However the report is pessimistic about such thresholds and argues that: “a 0.1% 

                                                 
674 2528th Council meeting, Agriculture and Fisheries, C/03/27, Brussels, (29 September 2003). 
675 Commission Regulation (EC) No 49/2000 amending Council Regulation (EC) No 1139/98 concerning the 
compulsory indication on the labelling of certain foodstuffs produced from genetically modified organisms in 
particulars others than those provided for in Directive 79/112/EEC, (OJ L 6, 11.1.2000), p. 13–14. 
676 European Commission, Scenarios for co-existence of genetically modified, conventional and organic crops in 

European agriculture, Report from the Joint Research Centre (JRC) Report EUR 20394EN, 2002.  
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limit will be extremely difficult to meet for any farm-crop combination in the scenarios 

considered (10% and 50% GMOs in the region), even with significant changes in farming 

practise.”677 The study also indicated four sources of adventitious presence of GM crops in 

non-GM crops. These were “seed impurities, spread of pollen and seeds from field to field by 

wind, insects, and machines, overwintering of plants and plants growing from spread seeds as 

well as mixing of crops after harvest.”678 The EU later lowered the labelling threshold to 0.9% 

for the adventitious presence of GM materials in non-GM products.  

 

On the 18 December 2003, the European Parliament adopted a highly contested own-initiative 

resolution from the Greens/EFA (European Free Alliance).679 The report stated that MEPs 

(Members of the European Parliament) demanded stricter and more effective protection for 

organic farmers as well as for conventional farmers against any accidental contamination of 

their crops and seed. They argued for a common EU regulation instead of the suggestion in 

the Commission’s guidelines, which left the issue to the member states under subsidiarity 

rules. Whether coexistence should be dealt with at EU level or at the national state level has 

been intensively debated and is controversial. I will let two quotes from a Swedish perspective 

illustrate the different standpoints regarding the Commission decision to leave coexistence to 

the member states. The first quote is from a handling officer at The Swedish Board of 

Agriculture who recommended the Commission’s guidelines: 

 

That coexistence is going to be regulated on the national level is very good because of two 

different things. The political dimension on coexistence is different in different Member 

States. For example, The German proposal on regulation is very strict and the Dutch 

proposal is on the other side lenient. There is a vast difference there. And the other 

difference is the natural-geographic differences. It is not possible to draw strict [biological, 

AJ] borders at the national borders and in Sweden we have the possibilities to have a forest 

curtain on one or two sides of your field. You have more possibilities to plan your 

cultivation so the spreading [of GMOs, AJ] is reduced than in other countries. 680 

 

On the other hand, The Swedish Society for Nature Conservation argued:  

 

                                                 
677 Ibid., iv. 
678 Ibid., 2. 
679 European Parliament resolution on coexistence between genetically modified crops and conventional and 
organic crops (2003/2098(INI)), Official Journal C 091 E, (15/04/2004), 0680 – 0683. 
680 Interview, The Swedish Board of Agriculture, (February 17, 2005). My translation. 
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That they [the European Commission, AJ] do not want to handle coexistence I think is 

because it is too difficult and that the Commission does not want to take responsibility for it 

or risk that the moratorium will be strengthened and therefore they [the European 

Commission, AJ] decided that this should be handled on the national level and handed over 

a huge problem to the Member States.681  

 

The above two quotes demonstrate the ambivalent nature of how different actors could 

respond to coexistence. In the resolution the Parliament calls on the Commission to establish 

uniform and binding rules for coexistence without delay at community level. The Parliament 

also wanted to strengthen liability rules for GMO producers. The Parliament argued that the 

Commission should not proceed with the approval of the release of any genetically modified 

plants until there are binding rules which have been agreed upon and implemented on 

coexistence, together with a system of liability founded on the polluter pays principle.682 One 

could here start to see a source of conflict between the Commission and the Parliament, with 

similarities to the conflict that led to the moratorium on GMO a decade ago. I will now turn 

the focus to the counter-discourse that has evolved concerning coexistence. 

 

8.4. The Segregation Discourse – Creating GM-free 

Regions in Europe 

Research conducted by the Soil Association in the USA revealed that fields, which contained 

GM maize, have contaminated organic farmers’ crops of maize.683 Organic crops are not 

allowed to contain any GM, so the organic farmers could not sell their crops as ‘organic’, 

resulting in economic losses for the organic farmers. It has been reported that Sweden has had 

an incident with GM contamination. A report by GeneWatch and Greenpeace in 2000 sated 

that the company Advanta Seeds had imported rapeseed from Canada, which was 

contaminated, with around 1% of GM glyphosate and glufosinate tolerant seed.684 The 

contamination was nevertheless discovered before most of the seed was sold. Only a small 

amount was planted in Sweden. What was remarkable in this case was the long distance 

between the GM field and the contaminated plants. The report stated that the rapeseed plants 

                                                 
681 Interview, The Swedish Society for Nature Conservation, (April, 6, 2005). My translation. 
682 The demand for a liability system has been proposed by the Parliament since the proposal for the first EU 
directive on GMOs. 
683 Soil Association, Seeds of Doubt: Executive Summary. 2002, 2. See also the full report Seeds of Doubt: North 

American farmers’ experience of GM crops. Can be downloaded from www.soilassociation.org. 
684 Glyphosate and glufosinate are non-selective herbicides, which means that they kill all plant material that 
they come in contact with. They are used as main components for creating GM crops that are resistant to these 
herbicides.  
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were grown at a distance of 4 kilometres from the nearest GM crops.685 These distances could 

be compared to the distances in table 8 where Luxembourg and Poland suggested separations 

distances of 3000m and 500m respectively for both conventional and organic crops. However, 

it is not clear how the contamination has occurred so it could be that it was the post-harvest 

practices that were the source of the mixtures.  

 

The above examples are from the report by Greenpeace and GeneWatch, which was 

published in the beginning of March 2006 and described 113 incidents, including 88 cases of 

genetic contamination over the past decade.686 The report stated that since 1996, when the 

first GM crop was commercialized, there have been a total of 39 countries on five continents 

known to be affected by GM contamination, illegal planting or adverse agriculture side-

effects. This is nearly twice the number of countries that grow commercialized GM crops. 

According to the report, cross-pollination appears to be one of the major causes of seed 

contamination incidents. It also stated that poor quality control and failure of post-harvest 

segregation play an important role when it comes to food, feed and seed contamination.687 

 

Besides environmental aspects, unintentional GM contamination does also bring extensive 

costs for farmers and biotech companies. The Soil Association reported about economic 

consequences of contamination in the North American farming industry in 2002. They 

reported widespread GM contamination since 1996, which has occurred rapidly and caused 

major disruption for the agriculture industry.688 The Soil Association found that contamination 

has caused the loss of nearly the whole organic oilseed rape sector in the province of 

Saskatchewan, Canada, at a potential cost of millions of dollar. Another incident of GM 

contamination occurred in September 2000 when 1 % of unapproved GM maize contaminated 

almost half the Canadian maize supply, costing the biotech company Avantis up to $1 

billion.689 

 

Experience of unintentional GM contamination such as the above has put the possibilities of 

achieving coexistence into question. In Berlin on January 22-23, 2005 the first conference on 

GMO-free regions was organized by Foundation on Future Farming (Zukunftsstiftung 

                                                 
685 GeneWatch and Greenpeace International, GM Contamination Report 2005, 30. 
686 Ibid. 
687 Ibid., 3. 
688 Soil Association, Seeds of Doubt, 2. 
689 Ibid. 
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Landwirtschaft), GENET (European Network on Genetic Engineering), and the Assembly of 

European Regions. The idea of creating GMO-free regions had nevertheless been put forward 

earlier. It was especially environmentally sensitive areas that first were the focus for these 

actions. In 1999, the Federal Institute for Mountainous and Less Favoured Areas in 

Vienna/Austria did a survey in order to assess the chances for social consensus concerning 

GMO free regions.690 Schermer and Hoppicher argued in an article that GMO-free areas could 

be used as means for an alternative path of development for economically less favoured and 

ecologically sensitive regions. In the article they presented several of the survey’s findings. 

According to Schermer and Hoppicher, the result of the survey indicated that among the 

experts there was strong acceptance for creating GMO-free regions. Among the experts that 

have responded to the survey;691 75% argued that GMOs cause a significant disturbance in 

areas of nature protection and 73% supported the idea of creating large, GMO-free regions in 

ecologically sensitive areas.692 

 

Since the survey was conducted, more and more regions in Europe have declared themselves 

GMO-free. The regions founded a political network and have coordinated conferences every 

year since 2005.693 According to their webpage, there are now more than 230 regions, over 

4200 municipalities in Europe that have declared themselves to be GMO-free. In 2009, the 

fifth conference will be held in Lucerne, Switzerland. The conference will focus on how to 

develop strategies to obtain a European moratorium on GMOs and the possibilities that are 

available within the EU legislative framework for taking such actions.694 The gathering of 

resistance to GMOs in Europe indicates that the controversies over GMOs are far from over.  

 

As the above interpretation of the ‘coexistence discourse’ and the ‘segregation discourse’ has 

been outlined it is evident that the two discourses could have difficulties coexisting. On 

several topics the two discourses are in conflict with each other. For example, regarding the 

three issues, which I stated were an important source of the controversy, i.e., admixture levels, 

                                                 
690 The original survey reference is J. Hoppicher, “GVO-freier ökologisch sensibler Gebiete”. 
ExpertInnenbefragung zur Bewertung und Evaluation. Forschungsbericht 10/99, Bundeskanzleramt Sektion VI, 
Vienna, 1999. However, the result I am presenting here is based on the article by M. .Schermer, and J. 
Hoppichler, “GMO and sustainable development in less favoured regions – the need for alternative paths of 
development,” Journal of Cleaner Production 12, no 5 (2004): 479-489.  
691 The survey consisted of a questionnaire which was provided to 268 experts in Austria. Of the consulted 
experts 152 of them responded to the questionnaire, which gives it a return rate of 57%.  
692 M. Schermer, and J. Hoppichler, “GMO and sustainable development in less favoured regions – the need for 
alternative paths of development,” 482.  
693 http://www.gmo-free-regions.org/ (Attained January 18, 2009). 
694 http://www.gmo-free-regions.org/food-democracy-april-2009.html (Attained January 18, 2009). 
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isolation distances and the status of organic crops within the regulatory framework of 

coexistence. It begs the question regarding the possibility for these two discourses to be 

framed within a common regulatory framework. Next, I describe a situation in which the two 

discourses have confronted each other under a regulatory dispute leading to legal actions by 

the Commission. The rationale behind the presentation of the following case is to produce an 

overall perceptive of the coexistence controversy. So far I have described some aspects that 

have caused disagreement with the proposed legal framework of coexistence and then 

depicted the two discourses that have evolved on the basis of these conflicts. Now I will 

present an empirical case that demonstrates the legal consequences. 

 

8.5. The Case of Upper Austria vs. the Commission 

When the Commission’s guidelines for coexistence were published in 2003 the positions of 

member states differed considerably. The European Council of Agriculture and Fisheries held 

a meeting where the issue of coexistence was discussed.695 During the negotiations in the 

meeting it becomes obvious that two opposite opinions existed. One opinion was those who 

embraced the strategy of the Commission and the other opinion was that the regulation 

needed to have a more stringent approach on a community level. One member state that 

wanted a more strict position was Austria. 

 

In 2003, some Austrian Bundesländer tried to establish a GMO-free region within their 

territory.696 In this initial phase it was Upper Austria, Salzburg, and Carinthia that proposed a 

legal framework in order to achieve GMO-free regions but other regions in Austria, as well as 

other regions in Europe, later joined them. The proposed legislation by these three member 

states had to be notified and assessed by the Commission under Article 95 of the EC Treaty as 

it could hinder the internal market.697 In the Upper Austria case, they tried to ban the use of 

GMOs by referring to paragraph 5 in Article 95. Article 95(5) states that member states can 

introduce national provisions if new scientific evidence relating to the protection of the 

environment has been presented after the adoption of harmonisation measures.698 

                                                 
695 European Council Meeting, Agriculture and Fisheries of 26/05/03. 
696 Austria is a republic consisting of nine federal states (Bundesländer) that have their own constitution, popular 
assembly, and government. 
697 The Article 95 EC is intended to prevent member states adopting national legislation that could be considered 
to jeopardize the internal market.  
698 Article 95(5) of the Treaty reads as follows: ”If, after the adoption by the Council or by the Commission of a 
harmonisation measure, a Member State deems it necessary to introduce national provisions based on  new 
scientific evidence relating to the protection of the environment or the working  environment on grounds of a 
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In the legal assessment made by the Commission of the legislation proposed by Upper 

Austria, the Commission acknowledged that the notification submitted by Austria for 

obtaining approval for introducing national provisions regarding GMO-free regions was in 

order. The Upper Austrian Act presented arguments for banning GMOs by referring to the 

need for safeguarding organic and traditional farming, protecting natural biodiversity in 

sensitive ecological areas, and protecting genetic resources from being contaminated by 

GMOs.699 Directive 2001/18 EC states that the member states can withdraw authorisation for 

GMOs that had already been granted through the safe-guard clause in article 23. This 

procedure is however based on a case-by-case basis, meaning that Upper Austria could ban a 

single GMO in their region but not the technology per se. Nonetheless, Upper Austria had 

declared that they wanted to prohibit all GMOs in their region. The non-GMO agenda by 

Upper Austria could only be achieved by referring to new scientific evidence about the risks 

with GM seed and crops. Hence, Upper Austria was constrained to present new evidence to 

the Commission in order to convince them about their action to ban GMOs in their region.  

 

The new evidence that Upper Austria referred to in their Act to the Commission is the Müller 

Study.700 The study suggests that it is practically impossible for organic and conventional 

production to coexist with GMO farming without contamination. The study proposes a 4-

kilometre protection zone as a minimum distance between GM cultivation and other 

cultivation areas. If one followed the recommendation, together with the fact that Austrian 

farming is small-structured, GM farming would not be possible at all. Regulatory acts 

presented by the member states have to fulfil the requirements in Directive 2001/18, that is, 

the measures notified by the member states are not allowed to create obstacles to the free 

movement of goods.701  

 

                                                                                                                                                         
problem specific to that Member State arising after the adoption of the harmonisation measure, it shall notify the 
Commission of the envisaged provision as well as the grounds for introducing them.” 
699 Provincial Act, “Prohibiting the cultivation of genetically modified seed and planting material and the use of 
transgenic animals for breeding purposes as well as the release of transgenic animals especially for the purposes 
of hunting and fishing”, Upper Austrian Act prohibiting genetic engineering, 2002.  
700 W. Müller, Genetically modified-free areas of farming: conception and analysis of scenarios and steps for 

realisation, Commissioned by the Department for the Environment of the Region Upper Austria and the Federal 
Ministry for Social Security and Generations. (28 April 2002). 
701 Directive 2001/18 states in article 22 that member states may not prohibit, restrict or impede the placing on 
the market of GMOs unless they fall into the safeguard clause in the directive.  
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In a report from the Commission on the implementation of national measures on coexistence, 

it is stated that by the end of 2005 the Commission had received 20 items of draft legislation 

from seven member states. The Commission however considered 10 of them as obstacles to 

the free movement of goods.702 In another passage, the Commission declared that:  

 

The national or regional approaches to coexistence have to be in full compliance with 

Community legislation, which rules out a general prohibition of GMOs in a region, as well 

as overly restrictive measures that go beyond the objective of ensuring coexistence, and 

which may make the cultivation of GM crops practically impossible. The Commission will 

take the necessary steps to ensure that Community legislation is respected in national or 

regional coexistence legislation.703 

 

From the above quote, it is obvious that there existed limitations regarding the regulatory 

actions that the member states could propose. The Commission recognised in their legal 

assessment of the Austrian Act that it did oppose two important aspects of Directive 

2001/18:704 

 

(1) The governing principle of Directive 2001/18EC is a case-by-case risk analysis, whereas the 

Austrian Act foresees a ‘blanket’ ban. 

 

(2) Directive 2001/18/EC, in combination with seeds Directives, enable free circulation of 

genetically modified seeds approved at community level, whereas the Austrian Act foresees 

prohibition of all genetically modified seeds, irrelevant whether they have been approved or 

not. 

 

It is clear that the Austrian Act is far more restrictive than Directive 2001/18. However, the 

Commission did not dismiss the proposal because it did not comply with Community 

legislation. Instead, the Commission tried to investigate the issues put forward by Austria. In 

this early phase of the investigation by the Commission, one could suspect that the 

Commission would not let the Austrian Act pass. The Austrian authorities must have known 

the above-mentioned two inconsistencies with Directive 2001/18. One could then argue that 

                                                 
702 European Commission, Communication from the Commission to the Council and the European Parliament. 

Report on the implementation of national measures on the coexistence of genetically modified crops with 

conventional and organic farming, COM (2006), 104:4. 
703 Ibid., 104:9. My emphasis.  
704 Commission Decision of 2 September 2003 relating to national provisions on banning the use of genetically 
modified organisms in the region of Upper Austria notified by the Republic of Austria pursuant to Article 95(5) 
of the EC Treaty, (2003/635/EC), paragraph 44. 



 289 

the Austrian Act is more of a political standpoint than a serious attempt to pose a new 

regulatory framework. However, this is not the only interpretation one could make of the 

Austrian Act. The Austrian authorities could have made a strategic choice by proposing a 

general prohibition of GMOs in order to have it evaluated by the Commission and if turned 

down, Austria could fall back to prohibiting GMOs on a case-by- case approach. 

 

The Commission recognised that there existed three main arguments in the Austrian Act that 

the Commission must address.705 

 

(1) The Müller study …//... brought to light new scientific evidence showing a danger for the 

(Upper) Austrian environment, 

 

(2) the same study has also demonstrated that the Upper Austrian agricultural structure was 

specific (notably since based on small-scale farms, with a substantial proportion of organic 

farming), 

 

(3) the Müller study was published after the adoption of Directive 2001/18/EC and according to 

Austria, the issue of coexistence, which is not tackled by this Directive, is still considered as 

unsolved. 

 

These three issues are recognized by the Commission to be the main justifications by the 

Upper Austria authorities. I will in the following outline the Commission’s answer regarding 

these issues.  

 

In order to investigate the argument about new scientific evidence, the Commission sent the 

notification to the European Food Safety Authority (EFSA). As it is Directive 2001/18 that 

covers health and environment aspects, the Commission came to the conclusion that it is the 

main Community legislation that is affected by the Upper Austrian notification. The 

Commission asked EFSA to investigate whether the new information provided by the Müller 

study would invalidate the environmental risk assessment in Directive 2001/18. The EFSA let 

their Scientific Panel on Genetically Modified Organisms investigate the question put by the 

Commission. The EFSA concluded that the Müller study did not present any new data that 

would invalidate the environmental risk assessment in Directive 2001/18. Furthermore, the 

EFSA argued that  there was “no new scientific evidence, in terms of risk to human health and 

                                                 
705 Ibid., paragraph 45. My emphasise.  
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the environment, that would justify a general prohibition of cultivation of genetically 

modified seeds and propagating material …//… under Directive 90/220/EEC or Directive 

2001/18/EC in this region of Austria”.706 

 

The consequence of the EFSA reply is that the two main arguments for supporting GMO-free 

regions in the Upper Austria notification did not pass. Regarding the last argument, that the 

Müller study was published after the adoption of Directive 2001/18/EC, the Commission 

reply with: 

 

… the vast majority of the sources referred to in the bibliography were published prior to 

the adoption of Directive 2001/18/EC. Therefore, the core of the study appears more as a 

validation of previous work than like new material identifying specific problems arising 

after the adoption of Directive 2001/18/EC.707 

 

The conclusion by the Commission was that the Austrian authorities had not provided any 

new scientific evidence that concerned any risks for the environment. The Commission 

further argued that the attempt to ban GMOs in Upper Austria was more related to socio-

economic problems than to the protection of the environment. Also the claim that Upper 

Austria is special because it consists of a small-structured farming system with a high 

percentage of organic cultivation was turned down as the Commission argued that that existed 

in all member states. As the Austrian request could not present any new evidence related to 

the protection of the environment, which should have arisen after the adoption of the 

harmonisation measures were taken or could prove that there were any specific problems to 

the area in question, the Commission rejected the national provisions on banning the use of 

GMOs in Upper Austria. 

 

The Commission decision was taken on the 2 September 2003 and on the 3 October 2003 the 

Commission took actions against Austria by informing the Court of Justice that Austria had 

failed to adopt the laws, regulations, and administrative provisions that are set out in Directive 

2001/18/EC. The Commission demanded that the Republic of Austria should pay the costs of 

the proceedings.708 Austria in return reported the Commission to the Court of Justice and 

                                                 
706 Ibid., paragraph 64. 
707 Ibid., paragraph 65. 
708 Case C-421/03. Action brought on 3 October by the Commission of the European Communities against the 

Republic of Austria, (2003/C 275/65).  
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demanded that the Court should cancel the decision taken by the Commission concerning the 

rejection of their national provisions on banning the use of GMOs in Upper Austria and 

instead argued that the Commission should pay the proceeding costs.709 

 

Austria’s justification for reporting the Commission to the Court focused on two separate 

issues - procedural infringements and substantive misunderstandings. (I) Regarding the 

procedural aspects, the Republic of Austria argued that the Commission had not given Austria 

any chance for a fair hearing, as they never had the chance to reply to the conclusion reached 

by the Commission. Especially the opinion of the EFSA was something that Austria wanted 

to comment upon before the Commission took its decision. As the opinion of the EFSA came 

to play such a crucial role in the outcome of the Commission decision, it is understandable 

that Austria had wanted a chance to comment on the statements from the EFSA. Austria did 

not agree either with the Commission regarding their interpretation that the notification for 

national provisions on banning the use of GMOs in Upper Austria did not fulfil the 

requirements of Article 95(5) of the Treaty. 

 

(II) The substantive objections from Austria concerning the Commission’s interpretations of 

the notification dealt with convincing the Court that the conclusions made by the Commission 

were incorrect. Austria argued proceeding from three central themes. (1) According to Austria 

the Act clearly related to the protection of the environment and, according to Austria, the 

Commission had failed to address the question whether the legislation proposed by Austria 

was needed for protecting the environment in Upper Austria. The reason for this failure is that 

the Commission had separated the concept of ‘coexistence’ from addressing solely issues 

concerned with economic losses for farmers when genetic admixtures occur and not with the 

environmental impacts which, according to Austria, was not possible to do. Austria therefore 

argued that the concerns for Upper Austria “clearly relate to specific environmental protection 

problems for the purposes of Article 95(5).”710 The Commission opinion that coexistence has 

nothing to do with environmental issues draws on the Commission argument that all GMOs 

that would be used in fields have already passed the risk assessment procedures in Directive 

2001/18. According to the Commission, the only negative drawback with unwanted gene flow 

                                                 
709 Case C-492/03. Action brought on 20 November by the Republic of Austria against the Commission of the 

European Communities, (2004/C 21/39). 
710 Ibid. 
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would be economic, if farmers that cultivate conventional and organic crops have to label 

their crops as GMO and sell them at a lower price.  

 

(2) Austria also complained about the claim by the Commission that the Müller study did not 

provide any new scientific evidence because the sources that were referred to in the 

bibliography were published prior to the adoption of Directive 2001/18/EC. Austria countered 

with the claim that for such a study it is normal to have data that has been partly available but 

it is the scientific assessment of this data that should considered to be the ‘new scientific 

evidence’. It is thus the conclusions drawn by the Müller study, i.e. that there is a risk of 

negative consequences for the environment, that should be considered new evidence and not 

the data that is used to draw this conclusion. 

 

(3) The Commission did not consider the issue of coexistence to be a specific problem for 

Upper Austria, which is a requirement for referring to Article 95(5) EC. Austria argued here 

that the Commission had made a misjudgement, as the great amount of organic farming 

together with a system based on small farms does make the region unique in the Community. 

The other requirement for referring to Article 95(5) is that the problem for the member state 

should have arisen after the harmonisation measures had been taken, and the concern for 

GMOs had arisen earlier. Austria replied that even if this was correct, the full extent of the 

problem became visible after the harmonisation measures had been taken and that the Müller 

study had confirmed their concerns. Austria also claimed that the Act was justified by the 

precautionary principle as its aim was to avoid risks. Besides that, the Republic of Austria 

protested to the Court of Justice, the Land Oberösterrich (Upper Austria) turned to the Court 

of First Instance on 3 November 2003.711 Upper Austria used in general the same 

argumentation that the Republic of Austria had done. 

 

On 28 October the judgment of the Court was presented regarding the case Commission vs. 

Republic of Austria.712 It ruled the Commission right on all charges concerning Austria 

having failed to fulfil its obligations under Directive 2001/18/EC and that Austria should pay 

the costs of the case. The ruling by the Court could be seen as an indication of how they 

would rule in the case made by Austria and Upper Austria. The cases made by Austria and 

                                                 
711 Case T-366/03. Action brought on 3 November 2003 by the Land Oberösterreich against the Commission of 
the European Communities, (2004/C 35/17). 
712 Judgment of the Court of 28 October 2004 in Case C-421/03 Commission of the European Communities v 
Republic of Austria, (2005/C 6/27). 
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Upper Austria were later joined together and both appeals were dismissed on 5 October.713 

Both Austria and Upper Austria made a new appeal during December against the judgment of 

the Court.714 They were both dismissed again in 2007.715 

 

8.6. Political Pragmatism as Reflexive Politics 

At this point I will attempt to incorporate some of the theoretical aspects that I discussed in 

chapter 3 in order to bring the coexistence controversy into my theoretical framework of 

reflexivity. I will argue that the coexistence policy indicates a different mode of reflexivity 

within the policymaking institutions in the EU as well as within the member stats themselves, 

compared to the earlier regulatory practises discussed in chapter 4 through 7. The debate and 

controversy concerning coexistence might be interpreted as a matter of who should perform or 

possess the interpretative authority by which the standards and objectives of coexistence are 

established. The various attempts to establish boundaries by endowing concepts like ‘risk’, 

‘separations distances ‘and ‘acceptable levels of mixed GMO and non-GMO crops’ with a 

certain scientific and political content might be seen as examples of the struggle over 

interpretive authority. Different interpretations dictate different measures, which indicate that 

there are multiple ways of establishing plausible boundaries. The very fact that these 

boundaries can and will be drawn in many ways by a selective employment of scientific 

“facts” and “findings” is a profound source of stress for the regulatory system.  

 

As shown in this chapter, the practise of drawing new conceptual boundaries in the 

coexistence controversy has also been an effort to make boundaries in the regulatory process 

less ambiguous by the Commission. With ‘making boundaries less ambiguous’ I mean that 

there are attempts by the Commission to re-cast the politics of GMO and coexistence into 

more traditional forms of politics where boundaries are set in a more traditional manner. For 

example, instead of making the isolation distances and level of mixture of GMOs a subject of 

                                                 
713 Joined Cases T-366/03 and T-235/04. Judgment of the Court of First Instance of 5 October 2005 – Land 

Oberösterreich and Austria v Commission, (2005/C 296/46). 
714 Case C-439/05 P. Appeal brought on 7 December 2005 by Land Oberösterreich against the judgment 
delivered on 5 October 2005 by the Court of First Instance of the European Communities (Fourth Chamber) in 

Joined Cases T-366/03 and T-235/04. 2006/C 48/29 and Case C-454/05 P. Appeal brought on 22 December 

2005 by the Republic of Austria against the judgment delivered on 5 October 2005 by the Court of First Instance 

of the European Communities (Fourth Chamber) in Joined Cases T-366/03 and T-035/04, (2006/C 60/40). 
Author’s note – the reference to case T-035/04 is probably a mistake and should be T-235/04. Nevertheless I 
have made the reference as it was originally.  
715 Joined Cases C-439/05 P and Case C-454/05 P. Judgment of the Court (Third Chamber) of 13 September 
2007 - Land Oberösterreich and Republic of Austria v Commission of the European Communities, (2007/c 
269/18). 
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a broader discussion where the social benefits and other impacts of the technology might be 

included, the Commission has chosen to exclude such issues and instead rely on a more 

“objective” and scientific approach even if the Commission are aware that the member states 

will make their own interpretation of risks, isolation distances, GMO mixtures, etc. The 

Commission’s awareness about a wide variety of political dimensions among the member 

states could be a reason why coexistence issues were delegated to be formulated on a national 

or regional level. By making the member states develop national strategies for coexistence, 

the Commission first seemed to promote a regulatory flexibility towards different 

interpretations of coexistence issues, such as ‘separation distances’ and ‘mixture levels’ and 

the status for ecological crops. However, the Commission later declared that coexistence 

measures had to be in “full compliance with Community legislation”716 and that “overly 

restrictive measures that go beyond the objective of ensuring coexistence”717 would not be 

accepted. I will in the conclusions elaborate on the Commission’s role in the coexistence 

controversy and argue that the Commission has demonstrated both more and less reflexivity 

in their return to political pragmatism. I would argue that the politics of coexistence differs 

from the GMO politics experienced since the moratorium in EU.  

 

Recently, reflexive learning processes in European GMO politics have led to a new cognitive 

reconstruction of problem-solving methods by the Commission. Here more reflexivity has led 

to attempts to reduce reflexive inputs. The reason for the need to reduce reflexive elements 

could be that regulatory system could only deal with a certain amount of reflexivity. If a legal 

system has to cope with an increasing input of information from a variety of sources such as 

political, ethical, and social issues, it puts a lot of stress into the system. The legal system 

could then have difficulties maintaining its original purpose and would eventually break 

down. If coexistence has to be implemented swiftly, a regulatory system that has less 

reflexivity could be a strategic choice.  

 

Let us consider the shaping of the ‘coexistence’ discourse in this chapter. The specific 

coexistence discourse that I described in this chapter has evolved as a result of the 

Commission’s promotion of innovations in biotechnology and the life sciences, which have 

materialised through several strategy reports by the Commission. By promoting innovation, 

technology, and science, the Commission interpretations of coexistence issues have also been 

                                                 
716 European Commission, COM (2006), 104:4. 
717 Ibid. 
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framed, interpreted, and expressed within the boundaries of innovation and science in the 

regulatory process. By presenting coexistence issues in such a way, a certain boundary-

drawing practice was fostered, which led to certain interpretations. One example of this is the 

Commission’s choice to argue that unwanted gene flow from GMOs under coexistence rules 

is strictly a question of economic aspects and not an issue for environmental considerations.  

 

The Commission’s guidelines on coexistence could be argued to be based on scientific 

grounds, thus making strong connections between legal decision-making and scientific 

expertise. The coupling between science and law in coexistence measures by the Commission 

does have an appeal and rationale of its own to certain member states. This is for example true 

for Sweden which has a long tradition of governance based on rationalism, technocracy, and 

centralism.718 However, in other member states it seems that there has also been a sensitivity 

about national political discourses regarding GMOs that has been taken into consideration. Of 

course, the coupling between science and law by the Commission also supports certain 

political interests within the EU, such as strategic goals for supporting innovation and 

technology in order to become the most competitive knowledge-based economy in the world.  

 

The strong coupling between science and innovation in the Commission’s coexistence 

approach also influences the way the Commission act in their communication with other 

actors. When boundaries have been established by certain patterns of governance or by 

regulations, issues also become framed in certain ways. For example, the above three 

positions that the Council wanted the Commission to investigate further, i.e. GMO free zones, 

tolerance thresholds, and liability, the Commission only addressed the issue of tolerance 

thresholds. Tolerance thresholds could be addressed within the interpretative framework of 

science and innovation and within the boundaries that the coexistence discourse tries to 

maintain. The other two, GMO free zones, and liability, do not fit within the boundaries 

defined through the coupling of law and science and cannot be dealt with in this framework, 

with the consequence that they have to be dealt with externally from the Commission’s point 

of view. GMO free zones were then considered illegal, and liability is considered optional and 

has to be provided by the member states. 

 

                                                 
718 Compare the study by R. Lidskog, L. Soneryd and Y. Uggla on how national rules on coexistence are 
implemented in Sweden, R. Lidskog, L. Soneryd and Y. Uggla, “GM crops and co-existence: safety distances for 
unbounded problems,” in Transboundary Risk Governance eds., R. Lidskog, L. Soneryd and Y. Uggla, (London: 
Earthscan, 2009, forthcoming). 
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In the controversy with the moratorium discussed in chapter 6, the Commission came into 

conflict with almost all member states which argued that the member states would not import 

GMOs unless the Commission provided new regulations that incorporated the precautionary 

principle and more sophisticated risk assessment processes. In this case the Commission had 

to abandon its innovation-based politics. In the case of coexistence measures, the Commission 

divided the member states by delegating coexistence rules to the national authorities. Instead 

of forcing member states to implement a European-wide regulation executed through a long 

negotiation process within the EU institutions, such as the other GMO directives and 

regulations, with the possibility that the member states would not accept it, the member states 

now had to present their own national strategies for coexistence. This brought a regulatory 

uncertainty into the policymaking institutions and national authorities as to how to interpret 

the given assignment. Instead of being able to evaluate a proposal from the Commission, the 

member states’ regulatory authorities had to engage in both interpreting the Commission’s 

intentions, relate to national political discourses, and consider scientific knowledge and other 

factors in order to come up with their own policy formulation on coexistence.  

 

Besides shifting the regulatory burden to the member states, a complication for the member 

states was how to regard the flexibility in formulating coexistence measures. This 

complication has been recognised by Lidskog, Soneryd and, Uggla. They argue that: 

 

Even though the European Commission in this case delegated the formulation of concrete 

policy measures to the member states, the power to act was limited within a specified set of 

principles. What the member states did not know before they had notified their national 

strategies to the Commission was where exactly the boundaries between complying with 

the principles or defraying from them were drawn. The reactions by the Commission to the 

diverging proposals from the member states were in the end demarcating these lines. 719 

 

The above quote identifies the difficulties for the member states in drawing up national 

measures on coexistence. This chapter could also be an example on the struggle for Upper 

Austria to challenge those boundaries. The national coexistence strategies have to be done 

without full knowledge about where to draw the boundaries between too much and too little, 

leading to a wide fluctuation among the member states in their regulatory approach. It could 

                                                 
719 R. Lidskog, L. Soneryd and Y. Uggla, “GM crops and co-existence: safety distances for unbounded 
problems,” forthcoming. 
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seem that the member states then would have been in a position to propose a coexistence 

strategy that they could embrace. But as this chapter has showed, this was not the case. The 

national coexistence strategy has to be in harmonisation with a certain political discourse 

characterised by science and innovation in order to be considered valid. 

 

I would argue that the forming of the ‘segregation’ discourse is the result of a second-order 

reflexivity meaning that it is a result of an increasing institutional self-confrontation. The 

constructing of GMO politics is the result of a learning process through earlier experience 

with GMO issues. However, the ‘coexistence’ discourses promoted by the Commission are 

the result of what I would describe as pragmatic-reflexive politics. The nature of the 

pragmatic-reflexive politics in the Commission’s attempt to make coexistence rules are 

indicated by certain degrees of both less and more reflexivity. It is less reflexive because 

when the Commission related coexistence to issues of innovation, science, and law it also 

excluded other forms of realizing coexistence. The consequences have been a certain 

understanding of what falls under coexistence, what the involved risks are and how the 

precautionary principle should be deployed. Examples of less reflexivity could be seen in the 

case of the Commission versus Upper Austria. For example, the Commission did not address 

environmental risks with coexistence but only economic issues. When environmental risks 

were later addressed by member states it had to be justified through new scientific evidence 

made after the adoption of Directive 2001/18. Also new interpretations of the precautionary 

principle could be seen to include less reflexivity, as the interpretation of scientific evidence 

had been shifted. The Rio Declaration argued that preventative actions should be taken and 

“…lack of full scientific certainty shall not be used as a reason for postponing cost-effective 

measures to prevent environmental degradation.”720 However, the precautionary principle has 

been reformulated by the Commission, which now states that preventative actions should be 

taken when “…scientific evaluation indicates that there are reasonable grounds for concern 

that the potentially dangerous effects on the environment, human, animal or plant health…”721 

 

On the other hand, the Commission approach is more reflexive because the deployment of 

coexistence measures has reflexive elements regarding its strategic nature and the responses 

made by the Commission. For example, the Commission had learned to steer in an extremely 

                                                 
720 United Nations General Assembly, Report of the United Nations Conference on Environment and 
Development, (Rio de Janeiro, 3-14 June 1992). 
721 European Commission, Communication from the Commission on the Precautionary Principle, COM (2000) 1 
Final (Brussels, 2 February, 2000). 



 298 

complex regulatory environment by choosing its battles to a much greater extent than was the 

case with the moratorium episode. As I mentioned above, the Commission has focused on 

dealing with issues that fall under the interpretative framework of science and innovation, for 

example, investigating the relationship between distances and GMO mixtures. Another 

example of a more reflexive approach was that the Commission decided to investigate Upper 

Austrian claims for a general prohibition of GMOs even if that was undoubtedly inconsistent 

with Directive 2001/18. This had two consequences. First, by investigating the claims made 

by Upper Austria, and later the member state Austria, the Commission demonstrated respect 

and understanding for the claims made by Upper Austria and that the Commission took the 

objections seriously. Secondly, the claims made by Upper Austria, by referring to the Müller 

study, that coexistence is impossible and widespread GMO farming would lead to serious 

contamination could be diverted to another institution to handle, in this case the European 

Food Safety Authority (EFSA). It was now not the Commission’s political agenda of making 

GMO cultivation legally acceptable in Europe that led to a refusal, but was instead an 

independent scientific panel in the EFSA that came to the conclusion that Upper Austria had 

not presented any new scientific findings that indicated that GMO posed any risks. This 

shifted the claims made by Upper Austria away from a potentially political issue to a 

scientific one, which was easier for the Commission to handle. This is an example of how 

more institutional reflexivity leads to that those issues being framed with less reflexivity as a 

result of an institutional learning process. The main lesson from this learning process is that 

increasing reflexivity is difficult to handle for regulatory institutions and therefore strategies 

are developed to reduce reflexivity and other regulatory uncertainties and ambiguity. In 

European GMO politics, more institutional reflexivity has led to less reflexivity concerning 

regulatory implementation. 

 

The efforts by the Commission could be seen as attempts to keep uncertainties and 

ambivalence in the regulatory framework of coexistence at bay. It is an indication that a new 

institutional self-awareness has taken shape as a result of an institutional learning process. It is 

a learning process that has developed as a result of earlier institutional functional and 

legitimation crises, leading to an increased institutional reflexivity. However, earlier 

experience of reflexive learning processes gained by the Commission, for example with the 

moratorium, led to an opening up towards the public sphere and led to more reflexivity as it 

gave opportunities for ethical, political, and social issues to affect the institutional regulatory 

processes.  
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The pragmatic-reflexive politics of the Commission could be argued to fall under political 

pragmatism, a pragmatism revised. This indicates a more effective politics from the 

Commission perspective regarding its agenda. I will further explore this in the next chapter 

and put it in relation to the different dimensions of reflexive politics that have been 

encountered in this study 
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9.  Pragmatism Revisited: Reflexive Politics as 
Pragmatic Reflexivity  

9.1. Introduction 

The study of GMO politics in this thesis is an example of how contemporary conceptions of 

biotechnology are an outcome of social, political, economic, and scientific interpretations and 

strategies deployed by various actors involved in the regulation of that specific technology.  

 

One conclusion that might be derived from the previous investigation is that since the shaping 

of the 90/220 directive; ethical, social, and democratic aspects have become increasingly 

entangled with the policy-making concerning GMOs. The unfolding of GMO politics has 

been a study of how policy-makers have tried to reach equilibrium between the scientific and 

normative dimensions in order to create a regulatory framework capable of obtaining the 

necessary social and political legitimacy.  

 

Science as a human practise cannot only be understood as purely a provider of accurate 

descriptions or explanations of natural objects, or as merely a source of innovations. In this 

study, science has been comprehended as being located in a hub of networks contributing 

through complicated processes of interpretation and mediation to the construction of the 

current discourse of GMO politics. The processes of interpretation and mediation by science 

have become most noticeable during the regulatory process of rDNA research (see chapter 4). 

Furthermore, the interpretation of scientific advice in relation to GMOs, most specifically 

connected to risks issues, and also negotiations over the status of the precautionary principle 

have been central to the study. Since technology in general and biotechnology in particular 

have been seen as a product of applied science, biotechnology is shaped through interpretive 

processes in which the very meaning of biotechnology is produced, not primarily in a 

technical sense, but as part and parcel of a larger political, legal and social reality. In this 

specific way, the social shaping of biotechnology is one decisive example of how science is 

part of the production of the very self-understanding of society in a normative and regulative 

political community. The social shaping of GMOs has accompanied the regulatory process the 
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whole time. Regarding GMOs, there have always been inherent contradictions about the 

benefits and the risks with GMOs that have had consequences for how the technology is 

interpreted and what kind of meanings that are given to it.  

 

In GMO politics in general, as well as in this particular study, the ways in which 

policymakers have struggled with the notion of ‘risk’ has been at centre stage. In a similar 

manner Brian Wynne has argued that the science precedence of framing risk issues has two 

major effects.722 The first is that the experts do not incorporate any socially valued dimensions 

in the risk concepts. Examples of risk dimensions are whether the risks are voluntary or not, 

or if they are reversible or not. These issues have a strong impact on how the public regard 

risks. The other aspect concerns how experts and the public make different assumptions about 

the actual risk situation. For example, experts may take for granted the trustworthiness and 

competence of controlling bodies where the public on the other hand tend to question the 

institutions concerned. 

 

Concerning the regulative process analysed in this study, I have argued that new regulatory 

forms of reflexivity have emerged in the process of producing legal steering mechanisms as 

part of the overall regulative process. The GMO regulation has, through the period studied 

been the object of political, public, and scientific controversies. The large-scale attempt to 

introduce GMOs in Europe demonstrated that a European public sphere could emerge, even if 

temporarily, in issues that cause concerns across national borders (see chapter 6) 

 

In this chapter I intend to map the reflexive phases that have been encountered throughout this 

study. I will summarise some of the conclusions from the empirical chapters and how they 

relate to the theoretical framework of reflexivity employed in this study. I attempt to discuss 

the empirical findings and consider them in relation to Beck’s concept of reflexive 

modernisation. I also intend to discuss the transformation of institutional reflexivity in the 

regulatory process. At this point I will argue that one could recognise three different phases of 

reflexivity: self-confrontation, self-monitoring, and self-awareness. All of these three 

reflexive phases have produced different outcomes in the regulatory process.  

 

                                                 
722 B. Wynne, “May the sheep safely graze? A reflexive view of the expert-lay knowledge divide”, in Lash, 
Szerszynski and Wynne (eds.) Risk, Environment and Modernity. Towards a New Ecology, SAGE Publications, 
London, 1996, page 58.  
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Finally I will summarise the dissertation in a table which focuses on the different dimensions 

of reflexive politics which also concludes the initial question in this study, namely: how 

theories of reflexivity could offer a frame of reference and contribute to an understanding of 

the European policymaking of GMOs.  

 

9.2. Reflexive Phases in European GMO Politics 

Reflexive modernity provides an analytical concept which enables us to grasp the complex 

interplay between human actions and the highly differentiated modern social system by 

showing in what ways relationships of the self and society are constantly refracted back upon 

one another. Reflexivity could be useful for thinking about all the spheres in society, be they 

social, cultural, or political transformation. Below I will discuss the different regulatory 

phases which constitute my empirical focus from the point of view of reflexivity. Furthermore 

I will relate the different regulatory phases to different policy models in order to provide an 

overview of the regulatory transformations that have occurred.  

 

9.2.1. The rDNA Controversy and Scientifically Mediated Risk 

Interpretations – the First Case of Regulatory Self-confrontation 
in Genetic Engineering    

My main purpose in chapter 4 was to describe how certain scientists involved in rDNA 

research interpreted and stabilized the meaning of biohazards in genetic engineering. 

However it should be remembered that there were different opinions among the scientists but 

those scientists became effectively marginalized in the regulatory process. Hence, I argued 

that the Asilomar conferences could be seen as establishing a certain type of reflexive 

approach to recombinant DNA techniques by pre-empting any political steering by a self-

imposed legislation.  

 

The reflexive approach in this case could be argued to be embedded in the self-confrontation 

that the scientific community had to deal with regarding the possibility of new risks within 

genetic engineering. Scientists within the scientific community of rDNA research succeeded 

in preventing governmental interference. From this point of view however, these actions 

should be regarded as a preventative reflex taken by the rDNA scientific community in order 

to keep its scientific autonomy. Also Donald S. Fredrickson, the former Director of the 

National Institutes of Health (NIH) describes the scientist’s reaction as more of a reflex, he 

writes: 
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Almost instinctively, the scientists at the fateful Gordon conference in 1973 had turned 

neither to the NIH nor to any other government agency, but first to the National Academy 

of Sciences (NAS), preferring to share their dilemma “in the family,” seeking an “in-house” 

solution.723 

 

Nevertheless, I have argued that one could identify a reflexive response in the circumstances 

regarding Asilomar and the risk discourses that evolved there. I would argue that this 

reflexivity is a consequence that could be traced in the actions that the scientific community 

was forced to take as a result of an increasing tension between scientific knowledge and 

uncertainty. The tension that was rising from new forms of knowledge in rDNA research 

revealed a horizon of uncertainties, which opened up new areas for actions. These areas could 

either hinder or promote further research depending on the action taken by scientists and 

regulatory authorities. Especially the new areas that arose from the potential risks had to be 

addressed by the scientific community.  

 

As I mentioned above, the scientific community was compelled to act upon the confrontation 

of new consequences, dynamics, and conflicts that appeared as unintentional consequences of 

the technology. In the case with the risks and rDNA research, the actions were driven by a 

concern that the outcome from Asilomar would become a federal case with the possibility of 

governments misunderstanding how to proceed with the research.  

 

Ulrich Beck has argued that knowledge in reflexive modernisation could, simplified, be 

described as: 

 

The more knowledge it [the society] has available about itself and the more it applies this, 

the more emphatically a traditionally defined constellations of action within structures is 

broken up and replaced by a knowledge-dependent, scientifically mediated global 

reconstruction and restructuring of social structures and institutions.724  

 

Whether Beck is right or not regarding the aspect of knowledge in his analysis of the 

contemporary society, the risk discourse emerging from post-Asilomar was knowledge-

dependent and scientifically mediated. The risk discourse that emerged from post-Asilomar 

                                                 
723 D. S. Fredricksson, The Recombinant DNA controversy: A memoir science, politics, and the public interest. 
ASM Press, Washington DC, 2001, page 28-29. 
724 U. Beck, World Risk Society, Polity Press, 1999, page 110.  
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was a careful reformulation and transformation of a contemporary scientific praxis. The result 

was that a knowledge-dependent and scientifically mediated manufacturing of risk took place. 

Risks were manufactured through a certain set of actions and processes that made risk a 

source of productivity. Thus, to contain the risk with rDNA research, new genetic engineered 

“barriers” should be invented by the use of rDNA technology. By promoting more science to 

cope with scientific risks, it could be said to mark the reflexive character that one could argue 

existed in the response by the rDNA researchers.  

 

The policy approach during the Asilomar episode could best be described as a technocratic 

model of policymaking. The technocratic model assumes that policymaking should be based 

solely on “sound science.” Millstone has argued that:  

 

The assumption of technocracy, that scientific and technical considerations are not just 

necessary but also sufficient for policy decision-making….implies that responsibility for 

policy-making should be assigned to experts, since only they possess relevant knowledge 

and objectivity.725 

 

In chapter 4 I have argued that the policymaking effort regarding rDNA research was 

discursively framed by a ‘technical rationalism’ approach. The term ‘technical rationalism’ 

implies that policymaking is dependent on technical expertise. In the case with the Asilomar 

episode I tried to show how technical rationalism constructed the regulatory problems and 

preventative measures within a technocratic structure by focusing on certain risk issues that 

were suitable for this kind of technocratic policymaking, while excluding other issues.  

 

In the policymaking effort of creating a legislative framework for GMOs, risks have been 

made a central issue, at least in the European context. The technical rationalist approach 

emphasises the process of policymaking as consisting of clear and separated stages of policy 

formulation, implementation, and evaluation.726 From this perspective, governmental 

decision-makers are trying to find solutions to problems. In order to do so there is an 

assumption that there is some identifiable social/economic problem that needs addressing and 

that policy-makers will approach and solve this problem rationally in order to come up with 

                                                 
725 E. Millstone, “Can food safety policy-making be both scientifically and democratically legitimated? If so, 
How?” Journal of Agriculture and Environmental Ethics 20, no 5 (2007): 487-488. 
726 C. Bacchi, Women, Policy, and Politics: the Construction of Policy Problems (London: Sage Publication, 
1999), 26-27. 
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the best solutions, given certain cultural, political, and economic constraints. This approach of 

‘technical rationalism’ further indicates that the policymaking approach often emphasises 

scientific measurements and technical expertise. As Millstone has pointed out, often the roles 

of decision-makers and governmental representatives are limited, in the technocratic model of 

policymaking, to recruiting the most pre-eminent scientists on the market and making sure 

that their advice is followed.727 In figure 3 an overview of the conceptual structure of the 

technocratic model is presented.  

 

 

Figure 3: The Technocratic Model: policy is based (only) on “sound” science. Source: Millstone, 2007. 

 

In terms of reflexivity one could still argue that the technocratic model of policymaking was a 

kind of political response to a ‘self-confrontation’ in rDNA research. If one compares the 

episode with the table in chapter 3, regarding the two dimensions of reflexive politics, I would 

argue that the Asilomar case falls into the category of first-order reflexivity. First-order 

reflexivity is indicated by the focus on the production of risks in rDNA research as a kind of 

self-confrontation regarding the negative side-effects of rDNA research.  

 

In terms of boundary-drawing, the technical rationalism approach signifies that boundaries are 

not contested and are unambiguous. This means that the risks are considered institutionally 

unproblematic for the policymakers and that the handling of risk could be exclusively dealt 

with by experts. There is no need to discuss the meaning of risks or open up for public 

                                                 
727 Millstone, “Can food safety policy-making be both scientifically and democratically legitimated? If so, 
How?” 488. 
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participation. Risk issues are thus considered to be satisfactorily dealt with within the 

boundaries that separate ‘sound science’ from ‘unsound science’. The policy approach with 

Directive 90/220 has many similarities with the policymaking or risks in rDNA research but 

also some aspects that differ.  

 

9.2.2. Directive 90/220 – a Reflexive Self-confrontation 

With the new directive, the Commission provided the first unifying legal framework in 

Europe. It came to have transatlantic consequences as well as consequences for the member 

states which are obliged to integrate directives into their national legal frameworks. However, 

with the new precautionary approach, the EU differed from the more industry-driven and 

scientific regulatory tradition that had been adopted in the USA. The policy framework 

implemented in the USA was based on the concept of substantial equivalence. The contrast 

between the precautionary approach implemented by the EU vis-à-vis the concept of 

substantial equivalence could be summed up as the USA would say yes to GMOs unless 

proven hazardous, while the EU would say no, unless they were proven safe. However, the 

above difference is in the Directive more of an ideological aspect. In chapter 5 I argued that 

my interpretation of reading the proceedings of the regulatory process leading to Directive 

90/220 was that the protection of the market was more important, and the weight of evidence 

of harm to human health or the environment had to be obvious, present, and scientifically 

evidential. 

 

The case of making Directive 90/220 represented a new legislative approach towards the 

regulation of GMOs. The directive included some elements that were considered to embrace a 

precautionary approach. Especially the regulatory approach to make it process-based was 

considered to bring the regulation within a precautionary framework. When it came to risk 

prevention, the European Commission introduced extensive risk assessment procedures and 

provided universal safety standards. One important cause for these risk prevention strategies 

was that the deliberate release of GMOs was still associated with uncertainties.  

 

In Directive 90/220, it was necessary for the European Commission to address the public 

concern regarding the risk and uncertainty in relation to GMOs. The Commission needed to 

reach equilibrium between the public demand for a precautionary approach and the industrial 

demand for a purely science-based approach, and at the same time create a consistent and 
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homogenous regulation that could be accepted across the EU. In Directive 90/220 the 

precautionary principle did not exist as a principle as such. Instead, the directive supported a 

precautionary approach. The precautionary approach could be referred to as a weaker form of 

the precautionary principle. Directive 90/220 has been acknowledged as a regulatory 

framework based on a precautionary approach because of the introduction of the risk 

assessment procedures, the horizontal approach, and step-by-step and case-by-case procedures 

 

Directive 90/220 is a compromise between meeting the demands of the market as well as the 

protection of human health and the environment. In order to be able to reach some sort of 

equilibrium between these two objectives, the regulation had to be made more sensitive 

towards the public sphere. The reason for this was that the boundaries regarding risk had now 

started to be contested, ambiguous, and institutionally problematic compared to the rDNA 

controversy. A legislative approach was needed that could respond to the regulatory 

challenges of making legitimate law and addressing the uncertainties of risks. These issues 

constituted the self-confrontation that the regulatory framework tried to address by adopting 

issues of social, legal, political, and economical concerns within the regulation. The result was 

a new regulatory regime in Europe that was more inclined towards precaution than the market 

would have preferred, through the development of risk assessment procedures and also 

because the legislation was process- and horizontally-based. It could be argued that it was the 

result of an institutional self-monitoring process that was the consequence of an increasing 

self-confrontation in GMO politics.  

 

In the case of risk construction in the Asilomar discourse and in the process of making 

Directive 90/220, the norm-setting authorities were experts that represented the scientific 

community and interpreted and responded to risk issues by employing technical rationalism. I 

would argue that, in my experience, the regulatory process of risks in rDNA research and 

risks with GMOs falls under first-order reflexivity. In both cases it was the production, 

allocation and distribution of risk that was at focus and all these aspects of risks could be 

handled within their own paradigm, that is, risks were created by science and thus should be 

dealt with in the scientific paradigm.  

 

The policy approach was still constructed within the norms of technical rationalism but had in 

some sense been opened up from being solely a scientific enterprise. Even if the norm-setting 

authorities were the scientific community, Directive 90/220 also addressed economic, 
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political, and social issues. Economic because of the intention by the policymakers to bring 

GMO politics within the market harmonisation framework, political because the final 

Directive 90/220 was based on certain regulatory approaches such as the process-based (i.e. 

based on the GMO technology per se), in order to achieve the harmonisation goal, and finally, 

it had a social dimension as it tried to argue that it was based on a precautionary approach. 

With this in mind, I think that the regulatory approach could be argued to fall into the 

category of ‘inverted decisionism’, see figure 4. In the standard model of decision making, 

policymakers first identify goals of public policy and scientific experts then points out the 

best available means to those ends.728 The inverted decisionism model of policymaking is a 

model in which scientific experts define objectives and goals, for example regarding risk 

definitions, risk assessment procedures and risk communication strategies and policymakers 

subsequently decide on ways to fulfil the requirements of the science based objectives. 

Millstone describes the inverted decisionism model in the following passage: 

 

Policymaking could, however, still be represented as “science –based”; once scientists have 

decided what is, and would be, either safe or unsafe, responsibility would pass downstream 

to policy-makers to decide how best to implement the advice of the scientists, taking 

account of non-scientific factors such as the cost of alternative courses of actions, and the 

ways different groups of protagonists might respond to policy signals and/or regulatory 

requirements. 729 

 

I think that the above quote quite accurate describes how the policy approach with Directive 

90/220 was conducted. However, as the period with the moratorium indicated, it would not be 

possible to uphold the dividing boundaries between science and policy in GMO policy-

making. 

                                                 
728 P. Van Zwanenburg and E. Millstone, BSE: Risk, Science, and Governance, (Oxford : Oxford University 
Press, 2005), 20. 
729 Millstone, “Can food safety policy-making be both scientifically and democratically legitimated? If so, 
How?” 493. 
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Figure 4: Inverted decisionism – scientific experts set goals, policy-makers select means. Source: Millstone, 
2007. 

 

9.2.3.The Moratorium – Transcending Boundaries 

During the episode of the moratorium and the process of making a revised directive on 

GMOs, I would argue that two important issues emerged, namely an increasing necessity to 

build public confidence and also precautionary politics. Both these approaches could be seen 

as regulatory responses to an increasing uncertainty in GMO politics. One consequence of the 

increasing uncertainty was a shift from what I have named ‘policy to politics’ in the 

regulatory processes. With this shift I wanted to indicate that there was an increasing 

politicisation in the regulatory process. I argued that this implied that policymaking in the EU 

became more open to a pluralism of values expressed in the public sphere that earlier had 

been excluded from the policymaking process. Another result was that the period constituted 

a shift from an industry-driven policy towards a more consumer sensitive policy. Also during 

this period the steering problems in GMO politics became more complex. Les Levidow has 

argued that: 

 

Through the 1990s, the risk debate was translated into various ‘precautionary’ approaches. 

Each had its own cognitive framing of the relevant uncertainties. Initially the European 

regulatory procedure favoured a particular account of uncertainty as the technical problem 

for fact-finding efforts, while marginalizing other accounts. Public protest strengthened 

more open-ended accounts of uncertainty, in at least three respects: more stringent agro-
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environmental norms; greater scrutiny of safety evidence or assumptions; and more 

complex causal pathways of potential harm.730 

 

In the above quote, Levidow describes a shift in the cognitive framing of uncertainty. He 

argues that in the initial regulatory phase, uncertainty was something that concerned scientists 

in the risk assessment process. I have also argued that the process of developing Directive 

90/220 was framed by a technical rationalism regarding risk issues which seems to correspond 

to Levidow’s analysis. I also agree with Levidow that during the time for the moratorium, 

public protest brought more open-ended accounts of uncertainty which also required a more 

reflexive approach by the regulatory authorities in order to cope with this new kind of 

uncertainty.  

 

In chapter 6, I argued that the first indication of a more consumer-sensitive policy could be 

recognized in the Novel Food Regulation. My point here was that through a paragraph that 

stated that the consumer should be informed of whether a food product could contain 

substances that would fall into the category of ‘ethical concerns’, the regulation tried in some 

sense to correlate with normative issues expressed in the public sphere. Furthermore, I argued 

that the legislation could be identified as a regulatory pre-empting shift to dissolve the tension 

and conflict that had started to arise in Europe regarding GMOs. 

 

I also argued that the moratorium could be interpreted as a process that contributed to change 

the legislative approach from a techno-scientific framing towards an increased sensitiveness 

regarding values of a moral and political nature, which I have suggested could be observed 

already in the Novel food Regulation. The controversy related to Monsanto’s imported GM 

soya further stressed the importance of moral and political values for ensuring a public trust in 

the Commission’s competence to regulate these matters and cope with the risks that were 

connected to GM technology. 

 
The transformation to more consumer sensitive GMO politics could also be seen as a kind of 

self-confrontation for different types of crisis. In chapter 3, I mentioned two different types of 

institutional crisis that could occur. The first was a functional crisis and the other was a 

legitimate crisis. During the moratorium episode it is evident that European GMO politics 

experienced both of these crises. The functional crisis started with the market introduction of 
                                                 
730 L. Levidow, “Precautionary Uncertainty: Regulating GM Crops in Europe,” Social Studies of Science, Vol. 
31, No. 6, (Dec., 2001), pp. 842-874, page 868. 



 314 

GMOs in 1996 and escaladed with the ad-hoc moratorium at the European council meeting in 

1999. Beck, Bonss, and Lau argued that functional crisis occurs when disturbances interfere 

and challenge the normal course of institutional decision-making, which necessitates the 

restructuring of the decision making process.731 As Habermas has noticed: 

 

The regulatory competence of the political system fails if the implemented legal programs 

remain ineffective or if regulatory activity gives rise to disintegrating effects in the action 

system that requires regulation…[and  that]….the political system fails as a guardian of 

social integration if its decision, even though effective, can no longer be traced back to 

legitimate law.732  

 

Habermas’ reflections on law in the above quote also have some bearing on the problems 

encountered with Directive 90/220. I would argue that there were two main reasons that led to 

the moratorium which are both related to Directive 90/220. First Directive 90/220 could be 

considered legally ineffective as it had not covered labelling requirements or traceability of 

GMOs. Secondly, one could argue that Directive 90/220 did not succeed in obtaining the 

necessary social legitimacy due to the fact that a number of relevant actors did not consider 

the directive to be sufficiently anchored in the public sphere and hence the normative content 

of what Habermas calls ‘the lifeworld’ was not reflected in the GMO regulation. Even the 

hastening through of the Novel Food Regulation could not change this crisis, even when it 

addressed the issue of labelling. The crisis in European GMO politics was rooted both in the 

regulation’s own ineffectiveness as well as the pressure put on by normative assumptions 

through the regulation’s failing to relate to the public sphere. 

 

Regarding policymaking one could, during the phase of the moratorium, identify a shift from 

‘technical rationalism’ to ‘political rationalism’. The political rationalist has recognised that 

today’s society is a pluralistic one. In order to let different values be expressed in 

policymaking one must find systems of negotiation and compromises that work. Here the 

focus is shifted from problem solutions to problem solving. The political rationalist tries to 

find ways to deal rationally with normative differences of opinion.733 The difference between 

                                                 
731 U. Beck, W. Bonss and C. Lau, “The Theory of Reflexive Modernization. Problematic, Hypotheses and 
Research Programme”, Theory, Culture and Society, 20 no. 2: 1-33, 2003, page 14. 
732 J. Habermas, Between Facts and Norms: Contributions to a Discourse Theory of Law and Democracy, The 
MIT Press, Cambridge, 1996, page 386. 
733 C. Bacchi, Women, Policy, and Politics: the Construction of Policy Problems, 27-31. 
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these two approaches lies, apart from the epistemology, in the focus of the policymaking. The 

technical rationalist emphasises the last part of the process, namely the solution part while the 

political rationalist emphasises the initial stage in policy formation, the problem definition. 

That the shift from ‘technical rationalism’ to ‘political rationalism’ happened during the 

moratorium could be a consequence of the repudiation in the public sphere of the technical 

framing regarding risks. Instead there was public sympathy for a more open-ended account 

regarding risks and public participation. One could argue that the demand from the public 

sphere was that the policy-making approach to GMOs should contain more politics and more 

reflexive accounts and less of the technical rationality approach.  

 

Departing from the table in chapter 3 and by relating the moratorium to the different 

dimensions of reflexive politics, there are at least two statements to consider. First, with the 

moratorium one could argue that GMO politics increasingly experienced self-confrontation 

leading to an increasing self-monitoring of the regulatory process. The decision to hasten the 

Novel Food Regulation to support the consumers’ right to choose, by introducing label 

requirements for GM products, could be seen as a regulatory response to an increasing self-

monitoring of the regulatory process. This self-monitoring of GMO politics had the 

consequence that the policymaking in the EU became more open towards a pluralism of 

values expressed in the public sphere, which earlier had been excluded from the policymaking 

process. 

 

Secondly, the self-monitoring led to a multiplication of the plausible ways in which 

boundaries can be drawn, as well as the ways in which they can be brought into doubt, which 

had the consequence that the policy process could no longer be addressed solely on a 

scientific basis but became more politicized. I have argued in chapter 6 that the result was a 

shift from an industry-driven policy towards a more consumer-sensitive policy.  

 

With the above experience in GMO politics concerning contestable values and interests, one 

could argue that the growing reflexivity in policymaking led to an awareness that the earlier 

separation between science and policy could no longer be upheld. Instead policymakers were 

confronted with mutual interaction between domains that had been treated as separated by 

policymakers such as the scientific, political, social, and moral. This experience had to be 

taken into consideration when revision of Directive 90/220 was begun.  
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9.2.4. The Novel Food Regulation – the Appearance of a Regulatory 
Reflexive Self-monitoring 

It could be argued that the Novel Food Regulation is based on a regulatory “anxiety” with the 

intention of being more “consumer-friendly” and at the same time taking the internal market 

into consideration. However, the reference in the regulation to ethical concerns connected to 

issues in the public sphere dissolved some of the regulatory “tension” about those concerns. 

Thus the reflexive character of the legislation was a regulatory pre-emptive move to dissolve 

the tension and conflict that had started to arise in Europe regarding GMOs. The inclusion of 

the idea that the consumer has a right to be informed about ethical concerns could be seen as 

an example of how public opinion-formation in the ‘weak’ public sphere has been processed 

through the ‘strong’ public spheres official political institutions.734 Hence, the Novel Food 

Regulation attempt to incorporate a more consumer-friendly approach could be 

comprehended as moving away from using the law as solely a steering medium for the 

capitalist enterprise of protecting the internal market, and instead increasing the validity of 

GMO regulations by relating it to normative components in the lifeworld. 

 

I argued in chapter 6 that the moratorium could be interpreted as a process that changed the 

legislative approach from a techno-scientific framing towards an increased sensitiveness 

regarding values of a moral and political nature, which I argued could be observed already in 

the Novel Food Regulation. The regulation was an effort to satisfy the need to restore public 

and market confidence regarding food safety and GMO regulation. Another contribution 

made with the Novel Food Regulation was that the legislation attempted to handle an 

increasing complexity and ambivalence in the GMO field with greater sensitivity towards the 

public sphere and by translating ethical concerns into the lawmaking realm. However, it does 

also bring an increasing complexity and ambivalence into the regulatory process as civil 

servants have to relate and interpret the meaning of ‘ethical concerns’. Thus, one could see the 

Novel Food Regulation as a starting point for an increasing sensitiveness towards the public 

sphere. 

 

9.2.5. Directive 2001/18 – the Politics of Reflexive Self-monitoring 

When the revision of Directive 90/220 was announced in the White Paper on Growth, 

Competitiveness, and Employment, the Commission argued that “such releases [GMOs] have 

not given cause for concern, and evidence is accumulating to the effect that genetically 
                                                 
734 For the concept of ‘weak’ and ‘strong’ public spheres see chapter 3.  
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modified plants do not differ from non-modified plants.”735 The Commission wanted to 

introduce simplified procedures for promoting the GM industry and keep pace with the 

development in the USA. However, the regulatory process took a different turn and towards 

the end in the regulatory process the Commission argued that: 

 

In response to the growing public concerns about potential adverse effects of GMOs, the 

need for a more transparent and stringent regulatory system for the deliberate releases of 

genetically modified organisms into the environment has now become clear.736 

 

One might ask what made the Commission make a u-turn first arguing for simplified 

procedures and at a later stage arguing for the need of a more stringent regulatory system. I 

have argued that the moratorium was an important factor in understanding the shift in the 

position of the Commission. I think it is safe to say that the Commission went through a 

learning process in which the Commission critically assessed its own actions in order to be 

able to control the agenda on GMO.  

 

In many ways I think that the precautionary principle offered a way out of this predicament. 

With Directive 2001/18, the precautionary principle emerged as a major theme. I argued in 

chapter 7 that the precautionary principle could be seen as mediating a communicative 

rationality in GMO politics as it became a nexus where it interconnected different actors’ 

values and norms. The interpretative flexibility inherent in the precautionary principle should 

not be underestimated regarding its role in taking the EU out of the moratorium. In a way the 

precautionary principle could be seen as a boundary object. According to Star and Griesemer 

a boundary object is characterised by: 

 

They have different meanings in different social worlds but their structure is common 

enough to more than one world to make them recognizable means of translation. The 

                                                 
735 Biotechnology and the White Paper on Growth, Competitiveness, Employment, preparing the next stage. 
Communication from the Commission to the Council, the European Parliament and the Economic and Social 
Committee, COM(94) 219, January 1994, page 3. 
736 Communication from the Commission to the European Parliament pursuant to the second subparagraph of 
Article 251 (2) of the EC-Treaty concerning the Common Position adopted by the Council with a view to the 
adoption of a Directive of the European Parliament and of the Council on the deliberate release into the 
environment of genetically modified organisms and repealing Council Directive 90/220/EEC.   
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creation and management of boundary objects is a key in developing and maintaining 

coherence across intersecting social worlds.737 

 

Boundary objects need thus to contain a certain plasticity in order to be able to have actors 

from different communities using them as a common point of reference. Boundary objects do 

then function as a means of coordination. I would argue that the precautionary principle has 

these characteristics and thus makes an orientation to validity claims possible because of its 

“recognizable means of translation.” The precautionary principle thus functioned to bring the 

different social worlds, inhabited by the GM industry, advocates of the internal market, 

NGOs, and consumers into alignment. But in order to achieve this plasticity in the 

precautionary principle, the regulatory process itself had to be opened up and made more 

participatory. Les Levidow has argued that: 

 

For GM crops in Europe, the precautionary principle was constructed anew, not simply 

applied. Throughout the 1990s, regulators had variously invoked precaution, whose 

meaning was contentious and changeable. Claims of uncertainty tended to challenge or 

change the criteria for evidence.738 

 

The newly constructed version of the precautionary principle became linked to the public 

sphere and thus came to express more than scientific uncertainty where the fact/value 

boundaries become blurred. In this phase, the politics of GMOs was becoming more self-

conscious through the experience of ‘self-confrontation’. Thus it has become increasingly 

reflexive in the sense that the self-consciousness about its own role has increased, meaning 

that the awareness among policymakers, governments, and European policymaking 

institutions has shifted from an understanding as ‘problem solver’, separated from the 

problem itself to a more complex understanding of their role as policymakers. The regulatory 

self-consciousness indicates that the policy-makers are becoming more aware that they are not 

just interpreting and implementing certain regulations but at the same time also constructing 

them. The self-consciousness is a consequence of reflexive self-confrontation that had 

reached a new dimension through an increased institutional self-monitoring.  

 

                                                 
737 S. L. Star and J. R. Griesemer. “Institutional Ecology, ‘Translations’ and Boundary Objects: Amateurs and 
Professionals in Berkeley’s Museum of Vertebrate Zoology, 1907-39,” Social Studies of Science, 19, 387-420. 
1989, page 393. 
738 L. Levidow, “Precautionary Uncertainty: Regulating GM Crops in Europe,” Social Studies of Science, Vol. 
31, No. 6, (Dec., 2001), pp. 842-874, page 865. 



 319 

The objective of the Novel Food Regulation and Directive 2001/18 was to inspire public 

confidence for the regulatory framework for GMOs. The approach for achieving this was to 

make the regulatory framework increasingly more sensitive towards the public sphere. The 

experience of progressively more self-confrontation in GMO politics and especially within the 

EU institutions had now resulted in a more sophisticated institutional self-monitoring since 

the process with making Directive 90/220. It led to an increasing politicisation of the 

regulatory framework and a more consumer-sensitive legislation. There is an increasing 

pluralism in norm setting because of the emergence of legal, normative, and political issues 

that have to be addressed by the regulation. Here there would seem to be a conundrum for the 

regulatory framework. By increased self-monitoring the regulatory system identifies certain 

areas for improvement such as addressing normative and democratic issues in GMO 

regulations. But when legal, normative, and political issues are being translated in the 

regulatory system there begin to be difficulties or “stress symptoms” regarding how the 

regulatory system should interpret, translate and implement those issues in the regulatory 

framework. The consequence is what I have been referring to in this study as ‘boundary 

blurring’.  

 

Directive 2001/18 declared that: “Member States, in accordance with the precautionary 

principle, 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 the 

placing on the market of GMOs.”739 The explicit reference to the precautionary principle is 

one of the major changes in the new directive. However the explicit use of the principle is 

becoming more difficult and has revealed the inherent plasticity in the concept. The 

increasing reflexivity that one could perceive in the regulatory process for GMOs in the EU 

could be seen in relation to the increasing elements of plasticity in concept such as the 

precautionary principle. A consequence of this is that during the regulatory process with 

Directive 2001/18 the Commission published definitions of how the precautionary principle 

should be interpreted and employed in the EU.740 That such a document came into existence 

could be interpreted as a need for the Commission to limit the plasticity in the precautionary 

principle by reconstructing the concept.  

 

                                                 
739 Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliberate 
release into the environment of genetically modified organisms and repealing Council Directive 90/220/EEC, OJ 
L/2001/106/ 1, article 4. 
740 European Commission, Communication from the Commission on the Precautionary Principle, 2000. 
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The objects I have focused on in this study are risks and the precautionary principle, but also 

interpretations of what constitutes a democratic legitimate legislation within the different EU 

institutions. I would argue that the difficulties for the regulatory system to interpret certain 

objects by the legal system such as risks and the precautionary principle are causing a certain 

“doubt” for the regulatory system. This “doubt” is problematic for the regulatory system to 

handle, but the doubt could also, if the regulatory system does not breaks down, transform the 

regulatory institution to a new dimension in reflexivity, that of a second-order reflexivity. The 

second-order reflexivity is characterised by a transformation from institutional self-

monitoring to self-awareness. It is a regulatory system more “aware” of its environment and 

“knows” to a greater extent how to steer in this environment in order to avoid stressing the 

regulatory system beyond it limitations.  

 

The policymaking model used in Directive 2001/18 could be considered to be of a co-

evolutionary model defined through reciprocal links between science and policy, see figure 6. 

According to Millstone: 

 

A key feature of this model is that it represents specific scientific deliberations as located in 

particular contests, which have social, economic, ethical, and policy dimensions. The model 

is predicated on the assumption that those contexts affect the content and direction of those 

deliberations. Consequently representations of risks are hybrid judgments constructed out 

of both scientific and non-scientific considerations, even if they may be portrayed as if they 

were purely scientific.741  

 

I argued in chapter 7 that the policy approach with Directive 2001/18 transformed the 

technical rationalism approach into a more constructive rationalism. The constructive 

rationalism that I argued for could be explained by using Millstone’s model in figure 5. The 

constructive rationalism is a result of the framing assumptions and the deliberative approach 

to policymaking.  

                                                 
741 Millstone, “Can food safety policy-making be both scientifically and democratically legitimated? If so, 
How?” 498. 
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Figure 5: The co-evolutionary model: reciprocal links between science and policy. Source: Millstone, 2007. 

 

The concept of “framing assumption” in the model needs to be elaborated. Millstone argues 

that scientists make assumptions about objects and phenomena that they are interested in, and 

which are relevant and which should be ignored and at the same time they also make 

assumptions about what should count as relevant forms of knowledge and evidence together 

with supporting certain normative and interpretative patterns. According to Millstone, 

“Framing assumptions influence not just which questions are asked, but also which types of 

evidence are included or discounted and how the selected evidence is interpreted.”742 The 

moratorium created incentives to open up the assumptions for discussion, for example 

regarding different assumptions about the precautionary principle and risks. The co-

evolutionary model also indicates that one has encountered an increase in communication. In 

the case with the moratorium and the process of developing Directive 2001/18, it was the 

cognitive framing of uncertainties that could no longer be fitted within the Commission 

regulatory account. While public protests challenged the marginalising of accounts of 

uncertainties, most apparently regarding risk issues, there was an increasing need to 

reconstruct, for example, evidence of harm, comprehensions of the precautionary principle, 

and risk assessment procedures. All this creates a complexity in the regulatory system which 

results in increased communication in order to settle the complexity. Or in other words, the 

challenging of the cognitive framing of uncertainties led to a blurring of boundaries, which 

                                                 
742 Ibid., 500. 
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the increased communication could be seen as attempting to resolve by proposing new 

negotiated interpretations. The increasing activity of deliberations was thus different attempts 

at boundary-drawing. But the disputes and increased communication also indicate an 

increased level of self-confrontation for the regulatory system and more profound, which one 

could say had emerged from society’s own functions, conditions, and causes. Chapter 8 deals 

with the result of the co-evolutionary model as the policy arenas were further complicated 

through the coexistence controversy. 

 

9.2.6. Policy-making Regarding the Coexistence Controversy – the 
Practice of Institutional Reflexive Self-awareness 

Chapter 8 focused on the next conflict that emerged in the European regulation of GMOs 

regarding the concerns of how segregation practices should be managed between GM and 

other crops such as conventional and organic crops in order to prevent admixtures. The 

coexistence controversy demonstrated that there still existed political differences between 

some member states and the Commission regarding GMOs. The controversy over coexistence 

measures also brought to the fore, again, the characteristic that had accompanied the 

regulatory landscape of GMOs, i.e. high scientific uncertainty, lack of public trust, risk, 

diverse interests, and asymmetrical power among the actors involved.  

 

In chapter 8, my primary focus was on how risk issues and the precautionary principle have 

been interpreted and framed in the regulatory dispute between the European Commission and 

Upper Austria. I used the example of the Commission vs. Upper Austria for several reasons. 

First, it was a conflict that was interesting to study because of the differences in the position 

towards coexistence issues. Second, Upper Austria tried to ban GMOs by justifying its 

decision based on EU law, which make it an interesting case from the perspective of GMO 

politics. Third, Upper Austria also argued that they could present new evidence for the 

possibility of GMOs having negative consequences in their specific environments. Finally, 

through the study of Upper Austria it was possible to analyse differences and similarities in 

the Commission response to the coexistence controversy in regard to how the Commission 

responded to the moratorium episode. Taken together, the case was a good start for 

investigating different arguments about coexistence and the Commission’s rationale regarding 

GMO politics.  
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One could also identify the emergence of two different discourses in the controversy over 

coexistence, one that I refer to as the ‘coexistence discourse’ that has been promoted by the 

Commission and the other discourse that could be characterised as the ‘segregation discourse’ 

supported by anti-GMO regions and local politicians in Europe, together with environmental 

NGOs. The case of the Commission vs. Upper Austria could been seen as an example where 

the two discourses confronted each other in such a way that the arguments and standpoints 

had to be made explicit and based on the use of communicative reasons. 

 

The ‘coexistence discourse’ corresponded to the regulatory steering and governing rationality 

employed by the Commission in order to establish that no form of agricultural regime should 

be excluded in the European Union. The Commission stated three arguments for applying 

different agriculture practises, namely freedom of choice for economic operators, the 

safeguarding of sustainability, and the diversity of agriculture in Europe.743 However, 

disagreements about safeguard measures for avoiding genetic mixture between the different 

agriculture regimes emerged immediately.   

 

In the case of coexistence there were three different issues that caused debate. First, there was 

the issue of GMO-free zones, and several member states declared that the Commission should 

present a definition for how GMO free zones could be established. The second was that 

tolerance thresholds for the adventitious presence of GMOs in seeds needed to be discussed in 

detail, especially the presence of GMOs in organic crops. The last issue was the issue of 

liability in the case of any incidences of contamination of conventional and organic crops by 

genetically modified crops. 

 

In order to respond to these objections raised by member states and NGOs, the European 

Commission published guidelines for the development of strategies and best practises to 

ensure the co-existence of genetically modified (GM) crops with conventional and organic 

farming on July 23, 2003.744 The intention with the recommendation was to help member 

states to develop methods for coexistence in agreement with EU legislation and thus 

overcome the confusion, ambiguity, and controversy that had surfaced over the 

                                                 
743 Commission Communication, Life science and biotechnology – A strategy for Europe, COM 27, 2002, page 
21. 
744 European Commission, Recommendation on guidelines for the development of national strategies and best 

practices to ensure the co-existence of genetically modified crops with conventional and organic farming. OJ L 
189/3, 2003. 
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implementation of co-existence rules. In the guidelines, the measures for ensuring the 

coexistence of the production of organic and conventional crops with GMOs were introduced 

along with the declaration that member states would be allowed to take appropriate measures 

to ensure that there would be no unintended presence of GMOs in other products. 

 

The declaration that the member states would be able to take action to prevent unwanted 

genetic flows could be seen as an attempt to reassure the member states and avoid conflicts 

regarding coexistence issues. Nevertheless, an opposition to the Commission policy had 

emerged. As I mentioned above, I refer to the opposition as the ‘segregation discourse’ 

because of the organised attempts to make GMO-free regions in EU. The ‘segregation 

discourse’ corresponded to the arguments for the protection of farmers’ autonomy and the 

right of member states to determine their own ways of farming, eating, producing and selling 

food and of protecting the environment, seeds and cultural heritage.745 The movement to 

create GMO-free regions has been quite successful and over 230 regions, over 4000 

municipalities including other local entities and tens of thousands of farmers and food 

producers in Europe have declared themselves GMO-free, according to GENET.746  

 

In chapter 8, I also described the regulatory process regarding Upper Austria’s declaration to 

be GMO-free and ban the use of GMOs by referring to existing EU law. The main 

controversy was about whether there existed new scientific evidence for the likelihood of 

harmful consequences of using GMOs. Upper Austria argued that a new study proved that 

this was the case. The Commission requested that the European Food Safety Authority 

(EFSA) investigated whether the new information provided by the study would invalidate the 

environmental risk assessment in Directive 2001/18. The EFSA response was that it did not 

and that the study did not provide any new scientific evidence regarding risks for the 

environment and human health.  

 

However, apart from the scientific opinion from the EFSA that Upper Austria did not provide 

any new evidence, the Commission also argued that the scientific evidence in the study was 

made prior to the adoption of Directive 2001/18/EC. It is nevertheless a legal necessity for 

findings to be regarded as ‘new’ that they were made after the adoption of Directive 2001/18. 

                                                 
745 See the “Berlin Manifesto for GMO-free Regions and Biodiversity in Europe – Our Land, our Future, our 
Europe,” http://www.gmo-free-regions.org/conference-2005/berlin-manifesto.html. (accessed  2008-10-26) 
746 GENET is a European network of non-governmental non-profit organisations engaged in the critical debate 
on genetic engineering, founded in 1995. http://www.genet-info.org/. (accessed  2008-10-26) 
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Upper Austria however argued that it was the scientific assessment of the findings and data 

that was new. The Commission also made other legal assessments in conflict with Upper 

Austrian demands. As a consequence, the Commission brought Austria to the European 

Court, which in the end ruled the Commission right on all charges that Austria had failed to 

fulfil its obligations under Directive 2001/18/EC. 

 

But as I mentioned above, member states have continued to make GM-free regions by 

invoking the same EU safeguard clause enabling them to suspend the marketing or growth of 

GMOs that have EU-wide authorisation. The response by the Commission has always been to 

disallow their demands and the Commission has always ordered them to lift their national 

bans.  

 

The result from my study of coexistence in regard to the co-evolutionary policy model is that 

one can observe a change in relation to what I referred above as “framing assumptions,” 

among the policymakers. The concept of “framing assumptions” indicates that there is a set of 

broader considerations among policymakers and scientists which condition the production of 

scientific claims and results.747 It is interesting to consider these conditions in the co-existence 

controversy. For example, Millstone argues that: 

 

In science-based risk debates, one of the main reasons why different groups of experts 

reach different conclusions is not because they reach conflicting interpretations of shared 

bodies of evidence but because they adopt differing assumptions about the categories of 

risk that they should address and those that they should discount or ignore. In other words, 

they reach different conclusions because they are answering different questions. 748 

 

If Millstone is right, that different ways of “framing assumptions” could lead to different 

conclusions about risks it is appealing to use the same explanatory model on the co-existence 

controversy regarding separating distances between GM fields and other fields, the level of 

accepted GMO mixtures in other crops and if co-existence poses risks for human health or the 

environment. With the transformation from technocratic rationalism to constructive 

rationalism one can see an increasing multiplication of the plausible ways in which 

boundaries can be drawn, as well as the ways in which they can be brought into doubt. 

                                                 
747 Millstone, “Can food safety policy-making be both scientifically and democratically legitimated? If so, 
How?” 499. 
748 Ibid. 
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Furthermore, the existence of multiple boundaries changes not only the collectivity defined by 

them but the nature of the boundaries themselves. They become not boundaries so much as a 

variety of attempts to draw boundaries. The concept of “framing assumptions” indicates a 

certain type of boundary-drawing practise that emerges both through the use of the co-

evolutionary policy model and the transformation from technical rationalism to constructive 

rationalism. Millstone argues that: “Framing assumptions influence not just which questions 

are asked, but also which types of evidence are included or discounted and how the selected 

evidence is interpreted.”749 In regard to co-existence this means that the contexts that are 

separated through a certain boundary-drawing should not be considered arbitrary but instead 

as filled with a certain content and meaning. For example, regarding the coexistence dispute, a 

certain boundary-drawing creates conditions for what to include in the agenda the 

Commission addresses and what to avoid, such as including a framework for co-existence but 

not including a framework for GMO-free regions. It defines the types of questions that the 

Commission should ask and others to avoid or neglect, such as what the isolation distance 

between fields with GM crops, non-GM crops and ecological crops should be in order to 

avoid mixtures but neglecting liability issues. It will also define which type of evidence the 

Commission will deem relevant and which they will ignore, for example, studies carried out 

by the EFSA are accepted, but the Müller study is neglected. Furthermore, it also defines how 

evidence is selected and interpreted, for example, the Commission could have interpreted the 

Müller study as relevant but instead chose to consider it as not having provided any new 

scientific evidence as the sources referred to in the bibliography were published prior to the 

adoption of Directive 2001/18/EC. All these results are consequences of a certain type of 

boundary-drawing practise that entails a hybridisation of politics and science but also more 

profound structures of a historical, institutional, and economic nature that areis involved in 

border conflicts. 

 

In chapter 8, I further argued that a different political practise of the Commission emerged, a 

political practise that in some sense was a revisit to an earlier political pragmatism. But it is 

not the same political pragmatism that was encountered during the making of Directive 

90/220. It is a new kind of political pragmatism in the sense that it is a politics that is more 

aware of its pragmatic nature and sensitive in pursuing its political agenda. The new 

awareness and sensitivity could be described as a result of a reflexive learning process. If one 

                                                 
749 Ibid. 500. 



 327 

compares with the policy model used in coexistence issues by the Commission, I would 

describe its as a limited co-evolutionary decision model, see figure 6.  

 

 

Figure 6: The limited co-evolutionary decision model. Socio-economic and political considerations are not up 
for debate. 

 

It is “limited” in the sense that the ‘framing assumption’ can no longer be called into question 

to the same extent as before. Different assumptions about the socio-economic and political 

considerations are of course still there but they are not up for debate. Where the policy 

approach in the case of coexistence differed from the implementation of Directive 2001/18 is 

that the latter was concerned with establishing public confidence in the law-making process, 

and the former was concerned with implementing a new regulatory regime. It therefore 

needed less of a “broad” consensus about the framing assumptions.  

 

I argued in chapter 8 that the politics of coexistence indicated a return to a (new) kind of 

political pragmatism in the sense that coexistence framed GMO politics in scientific rather 

than political terms regarding safety zones, GM mixtures etc. In a certain sense the 

Commission politics of coexistence is a display of a less reflexive approach by avoiding self-

confrontation and retreating back to the use of “objective” scientific interpretations. I further 

argue that the approach by the Commission could be seen as both less and more reflexive 

depending on what issue one emphasised. For example, the case of the Commission vs. Upper 
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Austria I argued was an example of how more institutional reflexivity led to a strategic use of 

less reflexivity as a result of an institutional learning process. The learning process has led to 

a transformation of the reflexive disposition into a second-order reflexivity which in the case 

of the Commission politics of coexistence displays itself as a pragmatic reflexivity. However, 

it is a pragmatic reflexivity based on an institutional reflexive self-awareness. Let us consider 

this self-awareness. Why should the politics of coexistence be more “aware” than the GMO 

politics before? My main argument here would be that the Commission had learned to steer in 

an extremely complex regulatory environment by choosing its battles much more carefully 

than before. The Commission is aware of the co-evolutionary aspects of policymaking but has 

used them for their purposes. For example, regarding the earlier norm-setting authority in 

Directive 2001/18 I argue that it was produced through a negotiation among a network of 

actors. However, in the case with coexistence it is also negotiated but in a more strategic 

sense. The Commission had in a more active way chosen what to discuss within the 

regulatory framework of coexistence by emphasising tolerance thresholds and distances 

between fields. Also by letting the member states develop their own framework of 

coexistence brought them in as partners as norm-setting authorities, even if the boundaries 

which the member states had to operate within were unclear at the time.  

 

The transformation of the reflexive characteristic from self-monitoring to self-awareness has, 

in terms of boundary-drawing, some consequences. The first is that the multiplication of 

boundaries changes the nature of boundaries by shifting the focus from the boundaries 

themselves to the variety of attempts to draw boundaries. An example of this could be seen in 

the politics of coexistence, how the levels of GM mixture and distances between fields are 

negotiated. Both achieving GM thresholds and specific isolation distances are pervaded by 

uncertainties. There are scientific uncertainties about the thresholds isolation distances for 

achieving a 0.9 percentage of GM mixture. The consequences of scientific uncertainties are 

then interpreted differently by the member states. Ulrich Beck also argues that second-order 

reflexivity is characterised by a necessity to institutionalise fictive borders, which causes new 

problems for institutionalised decision-making.750 In the politics of coexistence, the achieving 

of GM thresholds has caused new problems for institutionalised decision-making particularly 

when it comes to organic crops where the organic organisation want a zero percent threshold 

for GMOs, which will not be possible in a European agricultural system that is based on 

                                                 
750 U. Beck, W. Bonss and C. Lau, “The Theory of Reflexive Modernization. Problematic, Hypotheses and 
Research Programme,” 19. 
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GMOs. In order to limit the controversy over the coexistence framework, the Commission has 

withdrawn to a pragmatic reflexivity and tried to decrease the politicisation controversies by 

returning to a scientized politics but has not been able to restrict new regulatory conflicts over 

different interpretations. The movement for GMO-free regions is one such conflict which the 

Commission presumably has to address.  

 

9.3. Mapping the Dimensions of Reflexive Politics  

I have in chapter 3 argued that reflexive modernisation occurs through ‘self-confrontation’ 

and ‘self-monitoring’ which eventually leads to a second-order reflexivity which is a form of 

‘self-awareness’. The ‘self-awareness’ in second-order reflexivity leads to new ways of 

interpreting communication. Policymaking institutions are constantly examining incoming 

information, and also revising their own practices. The transformation in policy from the 

Asilomar conferences, to the coexistence period could be seen as an example of how the 

regulative approach has been altered. I will below discuss how I interpret the occurrence of 

reflexive modernisation in the regulatory practise in GMO politics. Furthermore, I will argue 

that the regulatory process of making Directive 90/220 could be argued to be a form of 

reflexive modernisation of the first-order characterised by a regulatory ‘self-confrontation’. 

The experience from making Directive 90/220, and the moratorium that later followed led to a 

transformation of the reflexive disposition which I would argue could be seen in terms of an 

institutional ‘self-monitoring’. Finally, the institutional self-monitoring generates more 

knowledge of the conditions for how the regulatory system performs and at a certain point the    

institutional self-monitoring could instead be argued to have the characteristic of an 

institutional ‘self-awareness’, which indicates that the regulatory system has become 

increasingly aware about the function and causes within its own operating environment and 

how it should manoeuvre for its own interests.   

 

Throughout this study, the rDNA controversy and the case with Directive 90/220 can be seen 

as examples of how a regulatory framework took form through a certain type of self-

confrontation. In the rDNA controversy case, it was through the challenges with uncertain 

knowledge about risks in the new technology field of genetic engineering. Regarding 

Directive 90/220, it was the uncertainties of risks, but also the regulatory challenge of making 

legitimate law that could be considered as forms of self-confrontation. With the Novel Food 

Regulation and Directive 2001/18 one could argue that reflexive modernity had entered into a 
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form of reflexivity better characterised as self-monitoring as the sensitivity in the regulatory 

process had increased. An increasing self-confrontation among policymaking institutions 

leads to a regulative anxiety which in turn leads to an institutional demand for more intensive 

interpretation of incoming information in order to retain their function. But it also leads to 

more self-confrontation which at a certain point turns into an institutional self-monitoring 

approach. The regulatory difference that took place between Directive 90/220 and Directive 

2001/18 could be seen as the transformation from self-confrontation to self-monitoring. In the 

last stage, the coexistence controversy could be said to have undergone a transformation into 

an institutional self-awareness or second-order reflexivity. As should be obvious from this 

study, the second-order reflexivity does not of necessity mean being more democratic or more 

sensitive about public issues, only that institutions are more aware of their own cognitive 

functions and how to operate in a complex environment outgoing from their own agendas.  

 
Table 10 summarises the reflexive politics that have emerged in this study. It indicates an 

increasing reflexivity and simultaneously an increased blurriness of boundaries. A blurriness 

which this study has showed could be used to promote certain agendas and interests while 

simultaneously excluding others.  

 

The fast development of technology threatens to outrun the public conception of morality and 

thus also estrange possible benefits from the technology and making it harder to promote 

technological advances in society. Taking this into consideration, a more reflexive approach 

to technological advances could facilitate the identification of discursive opinion formation in 

the public sphere. The difficulties are to invert the regulatory process and allow the wide-

ranging and multifaceted meanings of the public sphere to be included in regulatory 

institutional discourses on technology appraisal. It is thus not reflexive policymaking as an 

intentional strategy to connect with public meanings in the public sphere in order to legitimate 

certain regulations. Brian Wynne has argued that the dominant risk discourse excludes many 

important questions of technology assessment, for example, driving purposes, intended social 

benefits and other circumstances related to the impact of technology, such as ownership, 

implementation, investment and control, and regulation and accountability.751 There is thus a 

need for an upstream reflexivity in technology development. 

 

                                                 
751 B. Wynne, “Risk and Environment as Legitimatory Discourses of Technology: Reflexivity Inside Out?,” 
Current Sociology, vol. 50(3): 459-477, 2002, page 465. 



 331 

Dimensions of reflexive politicsDimensions of reflexive politicsDimensions of reflexive politicsDimensions of reflexive politics    
    

 Asilomar Asilomar Asilomar Asilomar 
episodeepisodeepisodeepisode    

Directive 90/220Directive 90/220Directive 90/220Directive 90/220    The The The The 
moratoriummoratoriummoratoriummoratorium    

and and and and Directive Directive Directive Directive 
2001/182001/182001/182001/18    

CoexistenceCoexistenceCoexistenceCoexistence    

Dimensions of Dimensions of Dimensions of Dimensions of 
politicspoliticspoliticspolitics    

Simple reflexivity  First-order reflexivity 
 

Second-order 
reflexivity 

Pragmatic reflexivity 

Dominating Dominating Dominating Dominating 
aspects of aspects of aspects of aspects of 
reflexivityreflexivityreflexivityreflexivity    

Self-confrontation Self-monitoring Self-awareness 

Policy modelPolicy modelPolicy modelPolicy model    Technocratic model 
 

Inverted decisionism Co-evolutionary  Limited co-
evolutionary  

NormNormNormNorm----setting setting setting setting 
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Science 
community/experts 

Politics/policymakers 
and experts 
 

Negotiated among 
a network of actors 

Strategically 
negotiated among 
certain types of 
actors 

Politics becoming 
more preoccupied 
with the production, 
allocation, and 
distribution of risks. 

Increasing awareness 
among lay people about 
the risks generated by 
industrial ‘progress’ and 
an increased distrust in 
science being able to 
solve these risks. 
 

Politics 
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experiences self-
confrontation, 
which also results 
in increasing self-
monitoring. 
 

The existence of 
multiple boundaries 
changes the nature 
of boundaries 
themselves. They 
become not 
boundaries so much 
as a variety of 
attempts to draw 
boundaries.  
 

Boundaries are 
becoming contested, 
ambiguous and 
institutionally 
problematic 

A multiplication of 
the plausible ways 
in which 
boundaries can be 
drawn, as well as 
the ways in which 
they can be 
brought into 
doubt. 
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institutionalising 
fictive boundaries 
causing new 
problems of 
institutionalised 
decision-making as a 
result. 

Reflexive Reflexive Reflexive Reflexive 
characteristics characteristics characteristics characteristics     

Boundaries are 
unambiguous and 
institutionally 
unproblematic and 
not contested. 

Politics becomes more 
sensitive towards the 
public sphere. 
 

Politics 
increasingly more 
sensitive towards 
the public sphere. 

Border conflicts are 
transformed into 
conflicts over the 
drawing of borders. 

Subject for Subject for Subject for Subject for 
reflexivityreflexivityreflexivityreflexivity    

New technological 
risks.  

Legitimate law and 
uncertainties with risks 
 

Public confidence 
in the lawmaking 
process. 

Incorporating a new 
regulatory regime. 

Reflexive Reflexive Reflexive Reflexive 
approachesapproachesapproachesapproaches    

Stabilising meaning 
interpretations of 
risks. 

Addressing issues of 
social, political, and 
economic concerns 
within regulation  
 

Increasing 
politicisation in 
the regulatory 
process. 

Decreasing 
politicisation in the 
regulatory process. 

ResultsResultsResultsResults    Increased research 
Lifting moratorium 
Pre-empt political 
steering. 

A new regulatory 
approach to GMO 
based on precaution, 
process- and 
horizontally based. 
 

More consumer-
sensitive 
regulation. 

New regulatory 
conflicts over 
different 
interpretations. 

Table 10: Different dimensions of reflexive politics. 
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An active political public sphere could contribute to such an ‘upstream’ reflexivity. Both 

Beck and Habermas recognise that legitimate policy derives from the will of the people. But 

an ‘up-stream’ deliberation in GMO politics could also contribute in more ways than just 

legitimating the outcomes. A deliberative approach could foster an institutional learning 

process in which “‘experts’ action-oriented concepts can be made responsive to other notions 

that leave more room for doubt about human mastery of the world, respect for life’s 

complicated patterns, and considerations of wholesomeness and fittingness.”752 The legal-

administrative process of making GMO regulations in the EU provides a good ground for 

incorporating an ‘upstream’ reflexivity as legal decision-making, political discourse and 

expertise are mixed with issues of social conflicts, ethical issues and democracy. As these 

fields overlap each other, the legal-procedural framework has to be reflexively addressed in 

order to be able to cope with the challenges that the GMO technology generates in order to 

formulate a regulation that could manoeuvre among all those interests and conflicts.  

 

An active political public sphere could also contribute with more active subpolitics which 

would in turn increase the democratisation of technology development and thus contribute to 

its legitimacy. Subpolitics would then shape and give meaning to the public sphere. It might 

contribute to a more profound understanding of public resistance. For example, Whiteside 

argues that during a public debate on GMO field trials held in France in 2002, it was not 

about environmental damage or contamination that concerns were voiced, but the 

participants’ concern was instead that they opposed scientists’ right to “turn traditionally 

social areas – fields and undeveloped land that were considered part of a community’s 

heritage – into laboratory-like venues…”753 Thus, lay-people’s knowledge can in many ways 

usefully complement expert knowledge with regard to understanding the complexity of the 

social practises that generate risk. 

                                                 
752 K. H. Whiteside, Precautionary Politics: Principle and Practice in Confronting Environmental Risk, The 
MIT Press, Cambridge, Massachusetts, 2006, page 128. 
753 Ibid., 110. 
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10. Appendix 

 

Figure 7: Differences between the process of ’cooperation’ and ’co-decision’ in EU legislation.  
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