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“And I have seen dust from the walls of institutions,
Finer than flour, alive more dangerous than silica. . . (T. Roethke, 1948)”

“Science cannot solve the ultimate mystery of nature. And that is because, in the last analysis, we ourselves
are part of nature and therefore part of the mystery that we are trying to solve (M. Planck, 1932)



yia Ty untépa pov xat 1oy ratépa pov

yia doa pov Epabay xar e pabaivovy axdua



Acknowledgements

Many days have been spent daydreaming about writing these words. During this
long journey of research, I have incurred many debts. I must first thank the Greek State
Scholarships Foundations (IKY) for their generous support, in awarding me with a
scholarship for the first 3 years of my studies. Also, thank you to the Department of Law
for its financial support through a Teaching Assistantship, and the PhD Research
Studentship.

I am most grateful to my supervisors Dr. Veerle Heyvaert and Professor Damian
Chalmers. Their academic example has been an important source of inspiration, and without
their comments, patience, continuous guidance and many invaluable discussions the thesis
would not have been completed. I am also indebted to Helge Torgersen, Piet Schenkelaars
and Mark Cantley for their time and generosity, as well as to Bernard Zechendorf for
‘hosting’ me during my field work in Brussels and to the personnel of the LSE Library.
Their help was indispensable in setting up the empirical backbone of the thesis. More over,
the thesis would never have started without the encouragement from several people in
Greece that ‘forced’ me to fill in the LSE PhD application form and participate to the IKY
exams: Dr. Marios Chaintarlis, Professor Maria Gavouneli, Professor Panagiotis Grigoriou,
Dr Petros Patronos and Professor Glykeria Siouti stood by me in different ways during this
long route. At the LSE, I received the continuous and invaluable encouragement and
support from Kati Kulovesi. At the end of the road, Neil Mclean helped me to cope with
the tricky bits of English language and Professor Melanie Williams was greatly understanding
and encouraging during the last months of this writing process. ‘

The greatest thanks I owe to Alejandra and my family who stood on my side from
the start and whose input exceeds what can be put down in words. They have been patient
and supportive, offering understanding, warmth and encouragement at critical times when I
could not distinguish the wood from the trees and helped by regularly reminding me that, in
the bigger scheme of things, writing a PhD should not be taken too setiouslyl The thesis
benefited immensely from the many hours Alejandra and I spent talking about it. Her
strangely unobtrusive, yet effective insistence rendered her different way of thinking a great
source of inspiration. Without all this support and her ability to sleep despite the noise of
tabbing in the keyboard, the last years of research would have been less bearable and the
result poorer. My family has shown more help, encouragement and forbearance than anyone
can hope for and resisted asking too many questions about how the PhD was going.
Without their unconditional love and support, I would not have been able to write this
thesis. It is to them that I dedicate it.



Abstract

This thesis examines the development and operation of the EU’s legislative
framework on the deliberate releases of GMO products as a case study of social regulation
operating within a predominantly technical framework. The examination of the founding and
implementation of this particular licensing framework has allowed for a reconsideration of the
normative power of EU institutional structures in affecting the design and the outcomes of
the application of the relevant authorization provisions. It is argued that in the case of the EU
agricultural biotechnology framework, the particular institutional settings created for the
formulation and interpretation of its provisions have been of decisive importance in
elaborating a proceduralised ‘science-based’ prior authotization scheme as the preferred
framework for granting commercial permits. It is further argued that the particular risk
assessment and management practices have ‘captured’ the operation of this framework,
perpetuating its self-referential character, and have as a result undermined the acceptability of
the correspondent authorization decisions. The analysis and findings are based on
documentary analysis and semi-structured interviews with regulators, risk assessors, public
interest groups and biotechnology experts at the national and European levels.

More precisely, the thesis argues that contrary to its defined objectives, the
apparently proceduralised model of Community regulation, based on a decentralized and
open-ended risk analysis structure, is in fact limited in accommodating ‘alternative’
conceptualisations of what constitutes ‘acceptable risk’ in the field of genetic engineering. The
examination of the operation of the Deliberate Release regime has exposed a twofold
misrepresentation regarding the apparently pluralistic and reflexive prior authorization
control. Firstly, whereas the proceduralised framework has been destined to offer an all-
embracing deliberation structure, the authorization decisions are exclusively based on EFSA
opinions as the sole form of acceptable evidence. This practice has limited both the actors
participating in the process and the range of factors considered. Secondly, the examination of
the risk assessment practice demonstrates a dilution of the objective character of the
conclusions reached in the context of the science-based licensing framework. The introduced
proceduralisation paradigm is underdeveloped and lacks sufficient guarantees to ensure the
consideration of all relevant viewpoints. It is concluded that, consequently, the non-
hierarchical and open-ended structure suggested by this administrative model, leaves space
that was destined for deliberation and reflection to be captured, in normative terms, by
dominant institutional practices.
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Chapter 1: Introduction

The aim of this thesis is to examine the various ways transnational regulation deals
with the challenges of controlling novel technological risks in view of the science-democracy
dichotomy. The analysis focuses specifically on the institutional design and operation of those
decision-making structures that have been established for the evaluation and management of
the risks and effects of agricultural biotechnology within the European Union (EU). This
patticular field of genetic engineering (also referred to as agricultural biotechnology) requires
special attention, as it constitutes the sole form of modern biotechnology that involves the

direct and uncontained interaction of its products with the natural environment.

This introductory chapter firstly identifies those features of this technological sector
that render it a distinct object of legal and institutional focus compared to other technological
sectors, Its particularities relate to its scientific basis, the nature of its potential risks and the
socioeconomic debates that have been developed in relation to the interpretation of the
relevant technical data. The private nature of biosafety research and the persisting divergences
between those opposing and supporting the commercial development of agricultural
biotechnology constitute some further novelties in the development of this technological
sector. In light of the special features of this rapidly developing technological field, law is
expected to serve multiple purposes. Amongst these, the most important are: the control and
management of the potential environmental risks, the creation of favourable conditions for
the commercialization of genetic engineering products and the establishment of public trust
in the Community’s efforts to assess and control the potential effects of this open-field

application of modern biotechnology.

The planned release of GMOs (genetically modified organisms) into the environment
poses particular challenges to EU decision-making structures. Fitst of all, due to the limited
knowledge on the behaviour of a GMO in different ecosystems and agricultural contexts, an
EU-wide risk assessment model in the field of agricultural biotechnology needs to involve the
consideration of the potential effects of GMO releases upon the vast variety of types of
natural habitats found in the European continent. Moreover, the multi-sectoral character of
agricultural biotechnology, in terms of its association with several policy domains such as
agriculture and industry, public health and environmental protecﬁon, poses a novel challenge

to an institutional framework characterised by deep seated functional specialization. Further,

13



in light of the conflicting intetests involved in the development of agricultural bioteéhnology,
EU multi-level risk governance structures face particular difficulties in formulating a
harmonised ex-ante authorisation framework that would also provide space for the
consideration of a variety of factors. In addition, EU’s traditional foundation of its licensing
decisions on a sound science risk assessment narrative is challenged in a field in which high
scientific uncertainty and high potential risks coincide, calling for a re-articulation and fine

tuning of the terms of the relationship between expertise and public decision-making.

The chapter is divided into three sections. The first section seeks to frame the
motivation for the study. It first, discusses the main features of agricultural biotechnology as a
technological sector, which is a relative newcomer in comparison not only to other fields of
industrial activity, but also with other forms of modern biotechnology. Secondly, it refers to
the challenges that these particular features pose to traditional science-based licensing
approaches, and finally it examines the particularities that characterise the process for the
development of a regulatory structure for genetic engineering at the EU level. The second
section of the chapter frames the research questions, and the third section briefly outlines the
research strategy. The final section, offers a brief outline of the thesis; a road map for the
read ahead.

11.  Why Agri-Food biotechnology?

Agricultural or plant biotechnology (or, elsewhere, ZGreem biotechnology’) is a set of enabling
techniques for bringing about specific mandate changes in deoxyribonucleic acid (DNA), or
genetic material, in plants, animals and microbial systems. It has been based on molecular
techniques applied to traditional breeding strategies, where genetic material is mixed through
natural crossing. During the last 20 years, questions about genetic engineering have come to
occupy a central place in shaping public debates about the future. While genetic engineering
as a science has been utilized and applied in a similar fashion in laboratories, research projects
and industry across the globe, regulatory efforts for the formulation of the most appropriate
forms of control, or even the precise identification of the object of regulation, have varied.
Genetic engineering technologies have in fact aroused worldwide attention and the

discussions about the need for controlling the associated risks have migrated from the
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confines of scientific laboratories and expert control citcles to public regulatory arenas and
international multilateral negotiation venues. Genetic engineeting has thus become an
example of the emerging tendency for the regulatory control of science and technological

development to be based beyond the state.

In view of the high scientific uncertainty and disagreement about the volume and
character of the risks of its applications and the multitude of conflicting interests and
conceptualizations, agricultural biotechnology recasts the ways in which science and politics as
well as the need for both efficiency and democratic legitimacy relate in the frame of the
respective regulatory decision-making structures. In view of the particularities of agricultural
biotechnology as a technological sector and as an object of regulatory attention and safety
control, the study examines the Commission’s efforts to formulate a common regulatory
framework for the control of open-field GMO releases. As a multi-sectoral issue, its efforts to
shape an authorization control framework on GMOs have raised the challenge of not only
coordinating policymaking horizontally across a large number of public and private actors
with diverse perspectives about the aims and the content of EU regulation, but also vertically
within the Commission consideting the high amount of DGs that expressed an interest in

participating in its drafting.

Since 1980, the European legal framework on genetic engineeting has addressed a
wide array of issue areas. Around 1986, the Commission’s regulatory interest focused on the
environmental and internal market dimensions of modern biotechnology. It became
associated with the drafting of a Directive on the control of deliberate releases that challenged
the capacities of the Commission’s administrative structures and institutional environment to
articulate a set of rules that would meet a wide vatiety of interests without compromising its
normative and operative force. The adoption of the Directive in 1990 marked the beginning
of the operation of one of the most contentious authorization frameworks at the Community
level. This has been evidenced in its deficient implementation and in the political questioning
of the need for a supranational licensing approach in the field of agricultural biotechnology, as

well as of its particular normative orientation.
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1.1.1. 'What is particular about agricultural biotechnology as a technological field?

This section examines those features of agricultural biotechnology that evidence its a-
typical character in comparison to other technological applications. These special elements
relate to its scientific basis, the nature of its potential risks and the debates that have been
developed in relation to its. promises and perils. In examining the major scientific features of
agricultural biotechnology, one should first of all make reference to the relatively limited
experience of open-field application in this technological sector in a commercial context.
Agricultural biotechnology has been the product of an extensive technological development
that has become commercialized solely during the last 20 years which in turn explains the
small number of its end-products. In contrast to the existence of broad databases and of well-
established theories on the hazards of physical technologies in the fields of nuclear and
chemical technologies, ‘the study of the hazards of biotechnology is as yet in an embryonic
state.”’ As a result of the fact that the ‘commercial applications of biotechnology in plant
improvement are still in their infancy,” there is an absence of an integrated historical biosafety
database on the behaviour of different GMOs in a variety of open-field contexts. In view of
the fact that ‘there is no reservoir of precedents into which one can readily dip for historical
parallels to the production and use of laboratory-crafted living organisms,” as well as that the
time-scale for the development of the effects of the interaction between genetically modified
living -organisms and complex ecological ecosystems is usually long, no valid long-term

prediction can be made, nor can conclusive evidence be offered.

An additional idiosyncrasy of agricultural biotechnology in its scientific dimension
relates to the acknowledgment of the existence of high scientific uncertainty in relation to the
prediction and assessment of the long-term and indirect effects and of risks that have been
associated with the introduction of GMOs into the environment. Considering that individual
genes are being introduced into highly complex genetic structures and the resultant organisms
are being propagated in complex ecosystems, even if a GMO has been tested and found safe
in the ecosystem where it is manufactured, it may develop unintended consequences in other
ecosystems. According to Gaisford et al., ‘Given the complexity of natural ecosystems, it is

not possible to know with certainty whether or not the new organisms will interact with those

' J. Ravetz and J.M. Brown, ‘Biotechnology; anticipatory risk management’ in J.M. Brown (ed), Environmental
Threats (Belhaven: London, 1989) 67-68

2L Bisch, W.B. Lacy, J. Burkhardt and L.R. Lacy, Plants, Power, and Profit-Social, Economic, and Ethical
Consequences of the New Biotechnologies (Basil Blackwell: Cambridge (MA), 1991) 1

? S, Jasanoff, ‘Product, process, or programme: three cultures and the regulation of biotechnology’ in M. Baver,
Resistance to new technology-nuclear power, information technology and biotechnology (CUP: Cambridge, 1995) 312
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in the existing environment in ways that will have consequences that are undesirable, or for

that matter catastrophic.”‘

Aside from the limited experience on assessing genetic engineering hazards and the
incomplete theoretical basis of knowledge on the extreme ecological complexity of natural
ecosystems, it is also the case that in genetic engineering, ‘unlike nuclear science, private firms
are in the driver’s seat.” Agricultural biotechnology constitutes a matter of private business
where public control has been limited to setting legal boundaries and formulating incentives
for investment and commercialization. Kenney states that ‘In contrast to biomedical
applications of biotechnology, which originated in the university, the use of biotechnology in
agriculture has been pressed by MNCs (multinational corporations) whose executives grasped
biotechnology’s potential applications to agriculture even eatlier than the university
administrators.”® Considering that most of ‘the innovations in agricultural biotechnology {...}
are science driven rather than need-driven,” there is an ‘industrial ‘capture’ of its development

that has shaped the line of research away from non-market, such as ecological considerations.?

Further, it should be noted that agricultural biotechnology has become particularly
contentious as the risks attributed to the planned releases of GMOs ‘make them candidates
for fundamental objections.” With biotechnology, ‘the public’s scrutiny has come at the early
stages of innovation, before the technologies are on line and before products are marketed.
One cannot say the same about the introduction of nuclear and chemical technologies.™
Nelkin has pointed out that ‘...advances {in biotechnology} have been the focus of persistent

public opposition, and indeed biotechnology has replaced nuclearApower as the symbol of

4 J.D. Gaisford, J.E. Hobbs, W.A. Kerr, N. Perdikis and M.D. Plunkett(eds.), The Economics of Biotechnology(Edward
Elgar: Cheltenham, 2001) 53

5 Y. Tiberghien and S. Starrs, The EU as Global Trouble-Maker in Chief: A Political Analysis of EU Regulations and
EU Global Leadership in the Field of Genetically Modified Organisms, paper presented for presentation at the 2004
Conference of Europeanists, Organised by the Council of European Studies (CES) (March 11-13, 2004, Chicago) 12
M. Kenney, Biotechnology: The University-Industry Complex (Yale University Press; New Haven 1986) 223

7 S. Krimsky and R.P Wrubel, Agricultural Biotechnology and the Environment-Science, Policy and Social Issues
(University of Illinois Press: Urbana, IL 1996) 240

5 AA. Snow, ‘Genetic Modification and Gene Flow-An Overview’ in D.L Kleinman,. A.J. Kinchy and J. Handelsman
(eds), Controversies in Science and Technology-From Maize to Menopause (The University of Wisconsin Press:
Madison, 2005) 111; see also, L.L. Wolfenbarger and P.R.Phifer, ‘The ecological risks and benefits of genetically
engineered plants’ (2000) 290 Science 2088-93; R. Dalton, ‘Superweed study falters as seed firms deny access to
transgene’ (2002) 419 Nature 655; A.A. Snow (2004) Genetically engineered organisms and the environment. Current
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‘technology-out-of-control’’ As Juanillo has stated, ‘Agticultural biotechnology is 2
compelling example of how a technology that might be thought to be a beneficial scientific
breakthrough can galvanize widespread public cynicism, resentment and heated protests in

many parts of the world.””

In reality, it has been the coexistence of a unique blend of great promise and risk that
has been associated with the commercial development of agricultural biotechnology, which
has led to a .high degree of controversy in the field that constitutes a distinct feature of this
technological sector. According to Bailey, ‘{a}gticultural biotechnology represents

technological progress to some and disaster to others'

that has been ‘characterized by an
astounding mélange of enthusiastic promises, apocalyptic predictions, wishful thinking,
scientific evidence, and moral debate.”* Agricultural biotechnology has been characterized as
‘truly double-edged in terms of its environmental implications.””® This results from the ‘co-
existence’ of a ‘promethean’ enthusiasm about the capacity of genetic engineering'® to ‘yield
cleaner and more efficient alternatives to many wasteful processes and polluting products,””’
to improve the biological potential of crops and livestock and to introduce desirable
nutritional characteristics in food crops' with an array of serious concerns related to the

‘potential impact on health and on the maintenance of genetic diversity and ecological balance

before they are introduced to the market and thus to the environment.””® On the one hand,

"' D, Nelkin, ‘Forms of intrusion: comparing resistance to information technology and biotechnology in the USA’ in M.
Bauer, Resistance to new technology-nuclear power, information technology and biotechnology (CUP and Science
Museum, 1995) 381

"2 NK. Juanillo, “The Risks and Benefits of Agricultural Biotechnology-Can Scientific and Public Talk Meet? (April
2001) 44(8) American Behavioral Scientist 1246

'* B. Bailey, ‘Preface’ in B. Bailey & M. Lappé (eds.), Engineering the Farm: The Ethical & Social Aspects of
Agricultural Biotechnology (Washington: Island, 2002) xvi and xvii

14T, Bernauer, Genes, Trade and Regulation-The Seeds of Conflict in Food Biotechnology (Princeton University Press:
Princeton, 2003) 42

15 ). Vogler, and D. McGraw, “An International Environmental Regime for Biotechnology™ in A. Russell and J. Vogler
(eds), The International Politics of Biotechnology: Investigating Global Futures, (Manchester University Press:
Manchester, 2001) 124

16 J. Dryzek, The Politics of the Earth: Environmental Discourses, (Oxford University Press: Oxford, 1997); see also,
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industty sources claim that biotechnology is more precise than conventional breeding and
therefore should prove less threatening to public health and the environment. On the other,
some researchers and public interest groups remain sceptical about its hidden ecological
consequences and its potentially irreversible risks and raise concerns about whether the
widespread use of genetically modified products could accelerate the decline in global

»20

biological diversity.

In terms of the prospective benefits of agricultural biotechnology, its development
has been associated with the emergence of a major contribution to agriculture. It offers
increased yields by making plants resistant to insects and diseases; plants that will withstand
physical and chemical stresses; improvements in plant nutrition; decreased use of chemical
pestcides, herbicides and fertiliser requirements; the development of hardier and more
productive hybrids; plant growth that will allow harvesting of fruit and vegetablés of uniform
ripeness; and the production of new foods from either unexploited plant species, or by new

products that will reduce mankind’s dependence on 18 basic crops.

In terms of the tisks, due to ‘genetic modification’s ability to link together quite
distinct forms of life that could not occur in nature’*' the potential environmental risks such
as toxicity, environmental pollution, unintentional gene flow, the displacement of native
species, the degradation of local ecosystems or the transformation of the introduced species
into pests might be unique and irreversible. Their itreversible character stems from the fact
that ‘once released, they {GMOs} cannot be recalled, retrieved or neutralised.’™ A minor
change in an organism’s genetic composition can upset delicate local ecosystems and have
devastating environmental and economic effects. This assessment reflects that GMOs are able
to travel considerable distances,” their potential harm cannot be contained” and can cause an
ecological disaster on an unprecedented scale. Unlike a chemical pollutant, where the amount

of the pollutant released into the environment is fixed and will decline over time, a living

biological ‘pollutant’ has the potential to grow and reproduce without limits.” Molin states

25, Murphy, Biotechnology and International Law’ (2001) 42 Harvard Journal of International Law 47
2! D, Barling, “The European Community and the Legislating of the Application and Products of Genetic Modification
Technology’ (Autumn 1995) 4(3) Environmental Politics 468
22 S. Tromans, ‘Promise, Peril, Precaution: The Environmental Regulation of Genetically Modified Organisms’ (2001) 9
Indiana Journal of Global Legal Studies 187, 188
B R. Seidler, L. Watrud and E. Georg, ‘Assessing Risks to Ecosystems and Human Health from Genetically Modified
Organisms’ in P. Callow (ed.), Handbook on Environmental Risk Assessment and Management (1998) 110, 120
24 M.R. Powell, ‘Science in Sanitary and Phytosanitary Dispute Resolution’ (September 1997) Resources for the Future
{RFF) Discussion Paper: 97/50, Washington DC: RFF. Available at http://www.rff.org/disc_papers/1997.htm

5 On this issue, there is an extensive bibliography. See however for a brief account, P. Berg, D.Baltimore, H.W.Boyer,
S.N.Cohen, R.W.Davis, D.S.Hogness, D.Nathans, R.Roblin, J.D.Wtson, S.Weissman, and N.D.Zinder, ‘Potential
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that ‘Once released into the environment, the spread of a GMO can be difficult to arrest,”®

whereas Deatherage points out that ‘...adverse environmental changes are more often

impossible to reverse than chemical pollution because living organisms reproduce while

327

" nonliving compounds tend to dissipate.

Thus the agticultural biotechnology sector is characterised in both its structure and
development as an idiosyncratic field of industrial innovation that is open-field in character.
The next section, examines exactly how its features constitute novel challenges for the

traditional, science-oriented control paradigm.

1.1.2. Agricultural biotechnology as a sui generis object of regulatory control

In the case of agricultural biotechnology, regulators are faced with challenges that
differentate this regulatory field from other similar areas of regulatory attention that may also
be science-driven, environmental in character or, in relation to their effects, commercial in
theit nature and private in their interests. The idiosyncratic challenges of agricultural
biotechnology require the formulation of regulatory responses that depart from the traditional
command and control or self-regulation paradigms. Setting the appropriate safety standards
for releasing transgenic organisms into the environment has been the most contentious issue
in the rcgulat:ibn of biotechnology. This is due to the structural difficulties in identifying and
quantifying the variety of the potential long-term impacts and low probability-high

consequence risks of GMOs that might prove irreversible, uncontrollable and indeterminate.

In view of the potential of GMOs to multiply, colonise and adapt to the natural

envitonment over time -features that are absent from purely chemical and physical

Hazards of Recombinant DNA Mlocules’ (July 6,1974) 185 Science 991-94 and M.J. Reiss and R. Straughan, Improving
Nature? The Science and Ethics of Genetic Engineering (Cambridge University Pres: Cambridge, 2001) especially the
6" chapter on the genetic engineering of plants and A. A. Snow and P. M. Palma, ‘Commercialisation of Transgenic
Plants: Potential Ecological Risks’ (February 1997) 47(2) BioScience 94

26 g, Molin et al., ‘Biological Containment of Bacteria and Plasmids to be Released into the Environment’ in W.
Klingmuller (ed)) Risk Assessment for Deliberate Releases (1988) 127

21 §.D. Deatherage, ‘Scientific uncertainty in regulating deliberate release of genetically engineered organisms:
substantive judicial review and institutional alternatives’ (1987) 11 Harvard Environmental Law Review 216; In the
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reproduce, often at very rapid rates. Other types of environmental stresses tend to be dissipated with time, but the
potential harm from living organisms may spread and become increasingly severe.’ In Environmental Implications of
Genetic Engineering: Hearing Before the Subcommittee.on Investigations and Oversi%ht and the Subcommittee on
Science, Research, and Technology of the House Common Science and Technology, 98" Cong,, 1% Session 28(1983),
statement of Dr. Martin Alexander, Comell University)
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environmental disturbances- the required regulatory measures on biosafety” inherently aim at
the protection of the environment. In the case of the regulation of plant biotechnology, the
required regulatory control is expected also to cover the experimental aspect of its
development due to the open field character of its application although ‘rarely, if ever, does
social regulation start in scientific laboratories and branch out to other sectors (agricultural,
industrial, domestic, and occupational).” In relation to the atypical character of the regulatory
initiatives in the field of biotechnology, Krimsky refers to three elements that differentiate
plant biotechnology from other technological sectors where environmental norms have been
developed: genetic engineering grew out of a laboratory setting and was only cast as an
environmental issue years later, it does not define a characteristic substance, event, or
industrial sector and none of its products has been implicated in human disease or ecosystem

disruption.®

Considering the absence of sufficient databases and experience in relation to the
possible effects of the GMO releases and the sui generic character of genetic engineering
risks, the formulation of ex-ante regulatory measures and evaluation procedures that would
precede the open-field releases of the products of genetic engineering in the frame of which
notifiers would be obliged to provide detailed information on the organism in question and to
seek the prior informed consent of the relevant national authority is considered as necessary.
Biosafety regulation should provide the grounding for the designation of formalised
emergency response procedures and strategies so as to prepare also for those situations when
these transgenic life forms are accidentally released, react in an unpredictable or unstable
manner upon release, or are simply released in excessive quantities. Further, considering that
plants cannot be uniformly resistant to specific diseases, pests or climate conditions and
natural ecosystems are characterised as dynamic in their functions where the conditions are

constantly changing, each release should be evaluated individually.

A further challenge for genetic engineering regulators is how to balance the range of
interests and perspectives and to take into consideration a mosaic of different social, ethical,

environmental and public health concems, interests and risk perceptions. In view of the

28 As it has been noted, ‘Generally, biosafety is an all encompassing reference to safety measures relating to potential or
actual adverse effects on the conservation and sustainable use of biological diversity, including risk to human health,
arising as a consequence of the application of the modern science of biotechnology.” A.H. Qureshi, ‘The Cartagena
Protocol on Biosafety and the WTO-Co-existence or incoherence?’ (October 2000) 49 International and Comparative
Law Quarterly 835
;z S. Krimsky, Biotechnics & Society- The Rise of Industrial Genetics, (Praeger, 1991) 182

Ibid
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societal character of agricultural biotechnology risks, there is a need for establishing
participatory regulatory structures, expanding the risk assessment so as to incorporate
comparative evaluations and socio-economic critetia, and adopting liability clauses for
potential financial harm to non-GM farmers as well as for damage to the environment and
human health. Further, the predominantly ptivate nature of biosafety research imposes an
additional burden on regulators in terms of moderating the relevant informational
asymmetries between industrial notifiers and public risk assessors through the collection and
wider dissemination of the necessary notification information. In this direction, the
formulation of the necessary structures for the constant dissemination of technical
information, but also for the provision of procedural opportunities for the various
stakeholders to submit their views and express their ethical and socio-economic concerns
should become a necessary element of a genetic engineering regulatory framework. The social
unease with regard to the consequences of the planned open-field releases of GMOs and the
information asymmetries due to the private control of the development of the genetic
engineering sciences call for an authorization framework that would encourage public
involvement and the incorporation of social concemns and lay views into its risk analysis

structures.

The examined regulatory challenges of agricultural biotechnology indicate its unique
character as an object of regulatory control. The next section illustrates the particular
challenges that the efforts to shape a common regulatory framework at the EU level pose to
the capacities of EU decision-making structures to accommodate multiple, and mostly

opposing, interests and conceptualisations.

1.1.3. Deliberate Release of GMOs: challenges for the EU’s regulatory governance
structure

Due to the inherently complex character of agricultural biotechnology, the regulation
of the marketing of genetically modified foods and crops at the EU level constitutes a unique
case for examining the capacities of the EU institutional framework to cope with the
multitude of challenges posed upon EU regulatory governance structures when shaping the

main elements of the relevant control regime.
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Firstly, thete are teasons of science and technology, which alone render the EU’s
GMO regulatory framework a unique case. Due to the potentially sui generis hazards that
each release of GMOs might cause in different ecosystems, an EU-wide risk assessment
model in the field of agricultural biotechnology would need to create the necessary
mechanisms so as to take into account the special features of the entirety of European bio-
geographical regions. At the EU level, the predicton of the effects of agricultural
biotechnology ‘is difficult because of the wide variations in environments, complexities of
ecosystem processes, and the large numbers of different species that exist within most
environments.”’ Moreover, the multi-sectoral character of agticultural biotechnology, in
terms of its association with several policy domains such as agriculture and industry, public
health, environmental protection and sustainable development, research and technology
development, consumer protection, trade and competitiveness, poses a novel challenge upon
the EU institutional framework considering the far-reaching intra-Commission functional

specialization.

In terms of the institutional structure of the EU, the first challenge stems from the
high degree of fragmentation and vertical allocation of duties among a multiplicity of
Commission Directorates-General, each of which is responsible for different policy areas.
Thus, the shaping of a horizontal regulatory framework on genetic engineering would require
not only the accommodation of overlapping, and mostly conflicting, policy goals such as the
establishment of an internal market, industrial and agricultural competitiveness, research and
technological development, environmental and consumer protection, but it would also
necessitate the institutional interface and coordination of a multiplicity of organisational units
in the Commission, all of which have competing interests. The absence of a permanent intra-
Commission coordination structure, as well as of an administrative code for the negotiation
and elaboration of issues that fall under the competences of more than one Directorate
General (DG), in combination with the institutional practice of delegating drafting powers to
one single DG, indicate the difficulties in the establishment of a regulatory framework that
would be broadly acceptable, and in the formulation of unified negotiation outcomes that

would not compromise its normative force.

31 U.S.Congress, Office of Technology Assessment, New Developments in Biotechnology-Field Testing Engineered
Organisms: Genetic and Ecological Issues (Washington, D.C.: U.S. Government Printing Office, 1988) 88
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Furthet, the need for an EU-wide harmonised regulatory framework for the control
of the release of agricultural biotechnology, which would remove those national barriers that
might hinder the free movement of GMO products across the Union, but that would also
retain scope for national discreton in view of the environmental character of plant
biotechnology seems to constitute a delicate political exercise for all actors involved, in view
of the quasi-federal structure of EU’s regulatory risk governance structures. The Community
legal system’s efforts to shape a common regulatory narrative that would resolve the endemic
inter-institutional competition and the associated organisational conflicts present a unique
interest, considering the need for a comprehensive and well-balanced regulatory framework
for the placement of GMO products in the Community market and environment. The focus
on agricultural biotechnology as the main research field can be further attributed to the
challenges that this particular technological application has posed to the EU governance
framework. This is mainly a question of a disputed fisk regulation considering the variety of
different rationales that have been deployed in relation to the need for safety controls over
GMO releases. More concretely, the dual need for facilitating the internal trade of agricultural
products and at the same time enacting safety control procedures in a field of high
commercial competition and uncertainty leads to constant ‘framing’ battles. These definitional
struggles highlight ‘the new power of risk’”™ and inter-institutional conflicts over whether
GMOs pose unique risks. They further call into question the model of regulatory control that
should be established, as well as the role of science in informing authorisation decisions and

in defining norms of governance for biosafety.

Finally, and not least important, the introduction of agricultural biotechnology in
Europe has come at a time when there is a general mistrust towards experts’ opinions and a
general questioning of the authority of scientific judgments in informing and founding
regulatory decisions.  Moreover, the formulation of control rules on agricultural
biotechnology poses fundamental questions about the terms of the relationship between
scientists or expert institutional structures and the European public, and how these might
affect the framing of the rules of licensing and managing this particular new technology. This
implies that the EU has been faced with the additional challenge of developing a highly
complex regulatory framework under a very high degree of scrutiny, and great opposition to
its trying to assert its legitimacy. In a field of value contestation and plurality of interests that

touches upon the interference with nature, the socio-economic control of the biotechnology

y. Beck, ‘Risk Society Revisited: Theory, Politics and Research Programmes’ in B.Adam, U.Beck and J.van Loon
(eds.), The Risk Society and Beyond (London: Zed Books, 2000) 5
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ptoducts and applications, the need for respect of environmental protection, as well as on
concerns about the sustainable character of the agricultural and farming system in Europe, the
efforts in shaping common authorization elements offer ‘an excellent example for the
emerging tendency of science and technology development and its political negotiation being

gradually relocated from the local and transnational level.”

Moreover, especially in Europe, agricultural biotechnology in its commercial
development, raises significant ethical and socio-economic questions that are pertinent to the
special role that small farms, traditional farming practices and local agricultural norms hold in
the frame of the various regional and national agricultural and social contexts. Agricultural
biotechnology has in fact raised questions about the potential economic effects of its
widespread commetcialisation upon the sustainability of conventional agricultural methods
and European rural economies, as well as upon the global competitiveness and market
position of the European Union in the field of fronter technologies. As a result, it is
imperative that there is a social risk assessment approach in place in terms of information
gathering, assessment of potential impacts, and management of the potential risks. The task
of the Community regulator may be not an easy one in view of the need for accommodating a
mosaic of genetic engineering interests, as well as for resolving the relevant conflicting views
given the basic methodological and epistemological disagreements in interpreting biosafety

information, and for arriving at socially acceptable risk management decisions.

The authorization of GMOs and GMO products into the European natural and
agricultural environment has created severe public unease and political turmoil amidst a
number of food crises and uncertainties relating to the potentially irreversible risks associated
with public health and biosafety. European institutions have been increasingly subject to
criticism related to their ability to cope with the evermore complex regulatory challenges
posed by the gradual harmonisation of rules and procedures across sectors and countries.
Many academic studies have so far shed light on the several aspects of the contentious
operation of the established licensing framework and on its effects upon the EU’s
institutional balance, external trade relations and its relationship with its Member States and
public interest groups. The Union’s institutional response through the authorization process
has, however, been overshadowed by extensive legal, political and international relations

analyses of the operation of this framework. The question of whether the EU institutions

3 H. Gottweis, ‘Transnationalizing Recombinant-DNA Regulation: Between Asilomar, EMBO, the OECD, and the
European Community’ (December 2005) 14(4) Science as Culture 325
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have responded to the specified challenges of agricultural biotechnology in an integrated and
balanced manner is yet to be answered. The following section sheds light on the particular

questions raised and discussed in this study and introduces the main conceptual pillars.

1.2. The Questions

The thesis deals with the negotiation and implementation of the European Unions’s
GM Deliberate Release Directive (DRD 1990/220, later 2001/18). Motivated by a wave of
research dealing with the role of institutional structures in the European Union across a wide
range of policy areas, I ask: Did any specific features of the institutional structures under
which the Deliberate Release Directive was negotiated, formulated and implemented shape
the substance of the legal framework and/or the outcome of the established prior
authorisation process? If so, how? Which exactly were the mechanisms underlying this
process, and what have the long term consequences of this pr(;ccss been on the framework

and its stated objectives?

The study will approach these questions on two main fronts. Firstly, it will analyse the
role of institutional arrangements for the negotiation of rules on the control of the planned
releases of GMOs, examining whether and how this particular negotiation context affected
the wording and the structure of the authorization framework. Secondly, the thesis will
examine the organisational and interpretational practices of the constellation of institutional
actors, in charge of the operation of the established risk analysis framework. This will be
contrasted with the regime’s emphasis on proceduralism as its preferred form of structuring
decision-making for the assessment of GM-related tisks. The thesis approaches the
development and operation of the EU’s legislative framework on the deliberate release of
GMOs as a case study of social regulation operating within a predominantly technical
framework. In the frame of this research, agricultural biotechnology has been used as an area
in which the capacity of proceduralism to accommodate contending rationalities and
introduce a less-hierarchical form of authorization control is assessed against the constraints
and priorities set by the institutional context within which this administrative paradigm

operates.
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In light of the fact that debates about agricultural biotechnology have posed
fundamental questions about how expert and non-expert forms of argumentation should
relate to public regulatory decision-making, the examination of the procedure to authorize
GM products at the EU level offers insights into the wider debates regarding the weight that
should be given to scientific judgments in informing regulatory decisions in areas of high

scientific complexity and uncertainty.

13.  Analytical and Empirical Framework

The thesis employs two different conceptual models to frame the analysis of the
interaction between institutions and specific decision-making outcomes. The objective is to
identify those causal links that might elucidate the particular role of the institutions. These
appear in the form of organizational arrangements and institutional practices, in the framing
of the prior authorization frameworks as well as in the normative force of the
proceduralisation paradigm in challenging traditional decision-making structures. The strand
of historical institutionalism was chosen so as to suggest the particular role institutional
arrangements played in the framing of the Deliberate Release framework. As the chosen
regulatory paradigm for the adopted regime, proceduralisation is analysed in terms of how the
organizational settings have responded to the challenges posed by the implementation of the

regime.

1.3.1. 'The Historic-Institutional development of the DRD

The core of the ‘new institutionalist’ theoretical approach, in its various versions, is
commonly characterized as bringing the role of institutions and institutional structures into
focus as objects of theoretical and empirical inquiry. The main assumption of this approach is
that institutions matter. Its main focus is on establishing the causal link between
organizational practices and institutional structures, as well as on rules, beliefs and

conventions built into the wider environment.* As has been noted, ‘the aim of contemporary

34 See on this issue, P.J. DiMaggio, and W. W. Powell “Introduction” in W. W. Powell and P. J. DiMaggio (eds.), The
New Institutionalism in Organization Analysis, (University of Chicago Press: Chicago, 1991) 1-38; P.J. DiMaggio and
W. W. Powell. “The iron cage revisited: Institutional isomorphism and collective rationality in organizational fields,”
(1983) 48 American Sociological Review 147-60; E.S. Clemens, and J. M. Cook “Politics and institutionalism:
Explaining durability and change” (1999) 25 Annual Review of Sociology 441-66.
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institutionalism is to guide inquiry into which of many more-or-less stable features of
collective choice settings are essential to understanding collective choice behaviour and
outcomes.” In other words, new institutionalism ‘posits a more independent role for political
institutions’ and argues that the latter ‘structure political situations and leave their own

imprint on political outcomes.”’

The identification of the impact of the institutional environment upon regulatory
outcomes, and the search for an explanation of the exact role of institutions in policy-making
as the main objects of analysis in the frame of this study seem to be better achieved via the
use of historical institutionalism, its process-tracing historically-contextual approach and its
micro-institutional analytical focus. As this theoretical approach brings the organisational
structure at its sub-systemic level, which is exactly the locus of policy-making in the EU, into
a central explanatory position, it is particularly instructive in reconstructing the historical
development of the genetic engineering framework, which took place within the Commission.
Historical institutionalism is employed also for the identification of the causal links between
institutional arrangements, as a source of contextual constraints and/or opportunities, and
decision-making outcomes but also in order to critically assess the role of institutional
arrangements in shaping regulatory outcomes and in defining decisional processes.®
Moreover, it moves beyond the traditional macro-institutional examination of the European
Union’s decision-making procedures and sheds light on the Commission’s internal
administrative fragmentation in terms of the functional specialisation of its composite units.
This is seen as a crucial explanatory factor for its long-winded behaviour as an agenda setter
and rule-maker on genetic engineering issues. Specifically, we can explore how its main
organizational features such as administrative fragmentation and the presence of weak
institutional structures of inter-service coordination, affected the outcome of the relevant
decision-making procedure. The dependant variable in this case is the policy outcome as it
appeared in the form of the 1988 Commission proposal, but also in the eventually adopted
Deliberate Release Directive 1990/220 and in its revised version (2001/18).

35 D.Diermeier and K Krehbiel, ‘Institutionalism as a methodology’, 15(2) Journal of Theoretical Politics 124

36 J.March and J.Olsen, (1989) Rediscovering institutions: the organizational basis of politics (The Free Press: New
York, 1989) 26

3 K. Thelen and S. Steuinmo, ‘Historical institutionalism in comparative politics’ in S.Steinmo, K.Thelen and
F.Longstreth (eds.), Structuring politics: historical institutionalism in comparative analysis (Cambridge University
Press: Cambridge, 1992) 9

%8 S, Bulmer, ‘Institutions and policy change in the European Communities: the case of merger control’ (1994) 72(3)
Public Administration 425
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1.3.2. Proceduralism: policy outcome and paradigm

Proceduralisation (or else proceduralism) is, in principle, focused on ‘how best to
design and implement policy, rather than with normative concerns.” It also addresses the
manner and the methods via which substantive ends can be achieved rather than their
specification and imposition. The proceduralisation paradigm views the regulatory system as
flexible and dynamic, ‘the concept of the end-point of the decision-making process, which is
the fundamental basis of substantive rationality, is thus abandoned.™ Pursuant to the
Commission’s viewing of the proceduralism paradigm, institutional and regulatory design has
been associated with the acknowledgment of the need for the establishment of an inclusive,
all-encompassing deliberation structure, where non-expert forms of knowledge and wider
social constituencies are consulted prior to the formulation of the final authorisation decision
and with a renewed emphasis on strengthening the social verification of the reliability of the

findings of science.

In this study, proceduralisation is approached neither as being devoid of substantive
content, nor as a means for orientating the under examination authorisation framework
towards a specific normative direction or the fulfilment of a specific legislative target. It is a
conceptual approach that aims at strengthening the information capacities of the actors
involved in its operation, deploying the necessaty knowledge-generating structures and
ensuring the constant updating of the respective knowledge base. The study views
proceduralism as the outcome of an intra-Commission compromise over the preferred form
of structuring the process for the evaluation of genetic engineering risks, but also as the
reflection of the weak character of the institutional settings in which the negotiation of the

DRD took place.

The choice of proceduralism as the main type of organisation of the decision-making
procedures and structures for the implementation of the relevant authorisation norms, in turn
has signified the empowerment of the array of institutional actors that has been put in charge
of the implementation of its procedural norms as well as of the interpretation of its

unqualified and abstractly worded substantive aims. Thus, the study further examines how

39 J.Black, ‘Proceduralizing Regulation: Part I’ (2000) 20(4) Oxford Journal of Legal Studies 598
“ K. Getliffe, ‘Proceduralisation and the Aarhus Convention: Does increased participation in the decision-making
process lead to more effective EU environmental law?’ (2002) 4 Environmental Law Review 105
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and in what ways the institutional practices that have been developed within the
organisational context of the Deliberate Release framework, at both the risk assessment and
risk management levels, have shaped the operation of the procedural paradigm, in terms of
how the predominant institutional practices have conditioned the expected inclusive and
reflexive outcomes of this administrative paradigm as well as its neutral or non-purposive
character. Since this paradigm, operating within a specific institutional setting, has become
subject to multiple interpretations and decisions, its various conceptual shortcomings come to

the surface.

1.3.3. Empirical methods of qualitative research

For the purposes of this study, a qualitative research approach is employed as it is best
suited to investigate complex and diversified social phenomena in context. The latter cannot
be well captured by mathematical formalisation and quantitative technfques. By using
qualitative research methods, the researcher undertakes a process of inductive data analysis,
which facilitates the application of historical institutionalism and proceduralisation in sub-
systemic levels of government. Qualitan'vc' research pays particular attention to the

idiosyncratic features of processes, seeking to understand the uniqueness of each case.

The empirical analysis of the historical evolution of the DRD is based on two distinct
methods: process tracing, through documentary analysis and semi-structured elite interviews
and e-questionnaires, both of which were directed at regulators, NGOs and scientific bodies
at the national and European levels. The latter offer distinct perspectives insofar as the
interviews require on-site immediate replies and imply an interaction with the interviewer,
whilst the questionnaires have a pre-defined and limited amount of questions, to which
answers can be thought out and reviewed. Thus, we ate able to triangulate the three different
sources of data and thus apply and combine several research methodologies in the study of
the same phenomenon or historical process in order to corroborate and establish the validity
of the data collected, safeguard the reliability of the created database and achieve a better

understanding of the domain under investigation.
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14. Some preliminary answers

The negotiation and implementation of the licensing framework for the commercial
release of GMOs is patticularly well-suited to an assessment of the normative power of the
EU’s institutional structures in elaborating an inclusive risk analysis framework of reflexive
character, due both to the novel challenges posed by this particular object of regulation, but
also due to the evolving nature of the EU institutional context, in which the framework was
negotiated and implemented. It is found that in the case of both the negotiation and the
implementation of the regulatory framework on the control of planned releases of GMOs
(Deliberate Release Directive 1990/220, later 2001/18) institutions, in the form of
administrative arrangements and/or of standardised interpretation and management practices,

have in fact shaped its structure and largely predetermined the outcome of its operation.

It is argued, that in the case of the EU agricultural biotechnology framework, the
particular institutional settings and arrangements created for its formulation and application -
such as the appointment of the Directorate General of the Environment, Nuclear Safety and
Protection (DGXI) as the main drafter of the negotiation process and the creation of an EU-
wide expert-based risk assessment network structure including the European Food Safety
Authority (EFSA) GMO Panel- have been decisive for the framework’s emphasis on
procedutes as the means for the establishment of a heterarchical administrative model that
could secure inclusiveness and would promote space for new forms of argumentation. Its
institutionally-driven development has not only shaped its structure in terms of its emphasis
on the design of procedures, as well as on the generation of scientific accounts, but has also
had a long-lasting impact on the interpretation of its provisions, its legislative output and the
conceptualization of its risk analysis framework. In putting forward this argument, I suggest a
different approach for the examination of the operation of technological risk decision-making
frameworks of regulatory character that departs from the traditional discussions on the
assessment of the validity and soundness of those arguments expressed in favour either of
science or of non-scientific argumentation as the main basis for shaping technological risk
decisions. This departure is materialised through the identification of the blurred boundaries
between science and politics. More significantly, this is also the case via the use of the
institutional context not as a starting point that tends to be sidelined in the debates on risk
regulation being projected as devoid of an internal logic and effected by instrumental value,

but as the main explanatory factor and determinant of how technological risk is identified,
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conceptualised and controlled at a transnational level. In other words, the thesis examines
systematically the institutional and organisational conditions that support the operation of a
proceduralised risk assessment framework as the terms of interpretation and implementation

of the latter seem to be institutionally driven.

In the first part of the thesis, the empirical findings suggest that the institutional
framework within which the Deliberate Release framework was shaped became of decisive
importance for its particular framing and its subsequent orientation. The shifts in the
otganisational structure for the coordination of the drafting procedure for the enactment of
~ common rules on modern biotechnology ptimarily affected the definition of the scope of the
regulatory framework, and paved the way for a capturing of the deliberation process by
whichever DG became more active exactly when the need for a Directive on genetic
engineering applications was recognised at the Community level. It is argued that the
appointment of DGXI as chef de file for the preparation of a DRD became a critical juncture
that led to a development of the subsequent negotiation procedure along an environmentally-
driven path, after which some of the regulatory options initially under consideration were no
longer available. At the same time, the involvement of a wide range of DGs into the
negotiation procedure, the structurally weak position of DGXI within the Commission and
the need for achieving a consensus on the structure and the main features of the DRD, led to
the drafting of a proposal that bore the features of an inter-institutional compromise in the
form of a proceduralised regime. As a result, it is argued that the procedural character and the
prominent role of science in the proposed framework reflected the interaction among utility-
maximizing actors with divergent rationales and different conceptual approaches towards the

scope and the form of regulatory control.

It is further argued that particular interpretation practices, as developed by the
Commission and the EFSA GMO Panel, have ‘captured’ the operation of the prior
authorisation framework. The standardisation of practices, which are based on an expert-
control driven ‘reading’ of the prescribed risk assessment and management duties that have
been associated with the particular institutional context and organisational environment
within which the Deliberate Release framework is operating, has diluted the inclusive and
reflexive aspects of this proceduralised regime. As a result, these institutional practices have
weakened the regulatory force of the risk assessment conclusions and correspondent

authorization decisions, perpetuated the self-referential character of the established licensing
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framework and failed to accommodate the various conceptualisations of what constitutes
acceptable risk in the field of genetic engineering at the EU level. The examination of the
operation of the Deliberate Release regime has exposed a twofold misrepresentation
regarding the portrayal of the prior authorization control as pluralistic and reflexive. Firstly,
whereas the proceduralised framework has been destined to offer an all-embracing
deliberation structure that takes into consideration a wide array of factors and accommodates
a variety of different conceptualisations, it takes only ‘available scientific evidence’ into

account as the sole form of acceptable regulatory information.

The exclusive focus of the established authorisation practice on those forms of
argumentation that derive from particular sources of scientific information have prevented a
range of actors from becoming engaged in the respective deliberation framework in a
meaningful manner. As a result of this practice, a variety of risk assessment factors have not
been taken into account at the level of shaping the required risk assessment conclusions, thus
proceduralism, through its exclusive focus on objective ‘hard’ scientific data, has failed to
deliver particularly inclusive, broadly acceptable and socially robust regulatory outcomes.
Aside from this flawed projection of proceduralism as an instrumental means of creating an
all-encompassing risk assessment framework, the examination of the risk assessment practice
indicates a further misrepresentation of this administrative paradigm as the carrier of sound
and value-neutral information. More specifically, the thesis evidences the inadequacy of this
particular science-based tisk assessment framework of procedural character in offering
objective risk assessment evaluations and in reflecting on the limitations of science in the field

of agricultural biotechnology.

1.5. A Road Map

The first part of the thesis seeks to frame the terms of the discussion by establishing
the research design and the regulatory context of the object of study. Chapter 2 discusses the
research strategies employed in the thesis. It firstly frames the conceptual approaches utilized
to define the object of enquiry and the causal mechanisms under study. Secondly, it outlines
the empirical framework under the qualitative process-tracing method, which was carried out
through the use of historical docﬁmentary analysis, semi-structured interviews and e-

questionnaires and the resort to the triangulation method for the verification and validation of
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the collected data. The second part of the thesis is focused on the evolution of the
negotiations that led to the adoption of the DRD. Chapter 3 reconstructs the Commission’s
inital efforts to formulate a common regulatory framework on different aspects of genetic
engineeting and examines the vatious initiatives by different Commission DGs to establish
and expand their own competences as utility maximization efforts within a context of
institutional uncertainty. Chapter 4 focuses on the intra-Commission deliberation proceedings
for the shaping of the 1990 Directive on Deliberate Release as the first piece of legislation
aimed at setting control mechanisms for the release of GMOs. It focuses on how the various
institutional arrangements utilized at this stage were decisively important in defining the

Deliberate Release Directive as a proceduralised science-based regime.

The third part is an in-depth examination of the implementation of the DRD, before
and after its subsequent revisions, and evaluates the role of proceduralism as an institutional,
rule-shaping and implementation paradigm. Chapter 5 provides a detailed account of the
initial implementation of the established authorisation framework and the main problems that
emetged during its operation, which led to its eventual revision and the further strengthening
of its procedural features. Chapter 6 discusses the operation of the amended licensing
framework in relation to its procedural and inclusive character, as well as with regard to the
separation of its risk analysis framework between an expert-based risk assessment stage and a
broader policy-based risk-management one. Finally, Chapter 7 examines EFSA’s risk
assessment practice within the context of the reflexive nature of the established procedural
paradigm and questions the apparently objective and a-political character of its opinions.
Finally, Chapter 8 provides some overall conclusions about the role of institutional
arrangements and practices in shaping the structure and the normative orientation of the prior
authorisation framework, the interplay between science and politics in the field of agricultural
biotechnology, and the capacity of proceduralisation as a new form of governance at the EU

level to offer an efficient, legitimate and commonly acceptable risk analysis framework.
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Chapter 2: Research Design

This chapter introduces the analytical and empirical framework of the thesis. It
examines the main conceptual and theoretical paradigms used for the assessment of the
development and operation of the deliberate release framework and describes the data and

the main methodological tools for the empirical analysis.

2.1.  Analytical Framework

In analysing the role of organisational structures and science in the negotiation and
implementation of the DRD, two specific paradigms have been used to formulate the
analytical framework. Institutionalism and the procedural rationality paradigm are used to
define the object of analysis, the research questions and structure the identification of causal
links. To this end, the next section reviews historical institutionalism in terms of how it views
the interaction between institutional and organisational structures and policy outcomes. The
framework will later be applied in the analysis of the relationship between intra-Commission
negotiation schemes (institutions) and the Deliberate Release Directive as a proceduralised
regime (policy outcome). The following section approaches procedural rationality and
proceduralisation as both a normative framework and a regulatory technique. This will allow
for an assessment of whether the established science based Risk Assessment and Management
procedures have indeed achieved the formulation of the inclusive reflective regulatory regime
that they set out to create, seeking to generate a sufficiently broad kndwledgc base for the
regulation of a policy field characterised by scientific uncertainty and epistemological

controversies.

2.1.1. Historical Institutionalism

New institutionalism encompasses a multiplicity of approaches including rational

choice institutionalism, historical institutionalism and sociological institutionalism.*”' Although

41 See more in P.A. Hall and R.C. Taylor, ‘Political science and the Three New Institutionalisms’ (1996) XLIV Political
Studies 936-57; V. Lowndes, ‘Varieties of New Institutionalism: A Critical Appraisal’ (1996) 74:2 Public
Administration 181-97; J. March and J. Olsen, ‘Institutional Perspectives on Political Institutions’ (1996) 9:3
Governance 247-64; W.R. Scott, Institutions and Organisations (SAGE: London, 1995) 24-32; B. Rothstein, ‘Political
institutions: an overview’ in R.E.Goodin and H.-D.Klingermann (eds), 4 New Handbook of Political Science (Oxford
University Press: Oxford, 1996) 133-66
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new institutionalism is not yet considered a unified body of theoretical thought, it should be
noted that the core of this theoretical approach, in its various versions, is commonly
characterized as bringing the role of institutions and institutional structures into focus as
objects of theoretical and empirical inquiry. The main a.ssumption of this approach is that
institutions matter and its main focus is on the extensive influence that institutions might
exert upon regulatory outcomes. Thus, it focuses on establishing the causal link between
institutional structures and organizational practices as well as on rules, beliefs, and
conventions built into the wider environment.” As has been noted, ‘the aim of contemporary
institutionalism is to guide inquity into which of many more-or-less stable features of
collective choice settings are essential to understand collective choice behaviour and
outcomes. In other words, new institutionalism ‘posits a more independent role for political
institutions™ and argues that the latter ‘structure political situations and leave their own

imprint on political outcomes.™

The various strands of new institutionalism examine the ways in which institutions
structure incentives, define roles, prescribe or proscribe behaviour or procedurally channel
politics and alter political outcomes. Thus, they provide the necessary analytical framework
for the identification of the causal links between institutional arrangements, as a source of
contextual constraints and/or opportunities, and decision-making outcomes, in our case with
reference to the legislative proposal for the Deliberate Release (DR) framework. Although
neo-institutionalist theories, in general, have been criticised for their inability to justify the
emergence and transformation of institutions, this study is interested in neither of these
processes. It is in fact focused on trying to identify why and how institutions and
organizational arrangements have mattered and are causally significant in the formulation of
the DRD. The hypothesis is that the multiple and ever-changing institutional settings in which
this framework was negotiated shaped the policy outcome determining the regulatory
paradigm it would follow. Furthermore, this paradigm favoured and perpetuated many of the

inherited institutional practices at the expense of its own objectives.

The explanatory value of historical institutionalism is employed both in the

identification of these causal links, and in the critical assessment of the role of institutional

“2 gee note 34
4 D.Diermeier and K.Krehbiel, ‘Institutionalism as a methodology’ (2003) 15(2) Journal of Theoretical Politics 124
4 See note 36
45 See note 37
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arrangements in shaping regulatory outcomes and in defining decisional processes.* Its
process-tracing apptoach is of particular relevance as it focuses on the sub-systemic level of
governance structures as the main determinant of specific policy outcomes, which is exactly
the locus of policy-making in the EU. Also of importance are its attention on political
developments that unfold over time in a historical context and its eclectic nature that includes
the use of both calculus and cultural approaches to institutionalism.”’ Tt has been noted that;
‘A central goal of most Historical Institutional analysis is to estimate the impact of variations

8 asis

in institutional forms and configurations on a particular outcome or set of outcomes,”
the case in this study, in which focus lies on how the shifts in the negotiation settings over the
five years in which the possible ways of regulating biotechnology were under discussion and

the DRD was negotiated altered its content.

There are no claims that the policy outcome is the result of the actors that create it, or
merely a function of the positions of the actors” involved in the negotiations. Rather the idea
is that institutional settings and practices frame the space for the negotiations between the
individual actors, in effect playing a crucial role in the policy outcome. Historical
institutionalism takes ‘history seriously, as something more than a set of facts located in the
past”™ In it ‘individuals and their interests are significantly constrained by institutional
factors.” Broadly speaking, it stresses the centrality of institutional environments and the
organisation of policy- and decision-making in affecting policy outcomes.”? Indeed, historical
institutionalism represents an attempt to illuminate how political struggles ‘are mediated by

the institutional setting in which {they} take place.”

4 S. Bulmer, ‘Institutions and policy change in the European Communities: the case of merger control’ (1994) 72(3)
Public Administration 425

47 On this issue, see P.A.Hall and R.C.R.Taylor, note 41 at 940, 950

% E. S. Lieberman, ‘Causal Inference in Historical Institutional Analysis A Specification of Periodization Strategies’
gNovcmber 2001) 34 (9) Comparative Political Studies 1012-1013

% In the context of institutionalist analyses, the actors can and will refer not only to individuals, but also formal and
informal institutions.

50 p. Pierson and T. Skocpol, “Historical Institutionalism in Contemporary Political Science” in 1. Katznelson and H. V.
Milner (eds), Political Science: State of the Discipline (W.W. Norton: New York, 2002) 698

5! E. Schon-Quinlivan, Administrative reform in the European Commission: From rhetoric to re-legitimisation, Paper
based on the EU-CONSENT Workshop ‘The Commission and the European Civil Service’ (Sciences Po, Paris: 21-22
June 2006) 7

52 Sec on this issue, P.A. Hall, Governing the Economy. The Politics of State Intervention in Britain and France (Polity
Press: Cambridge, 1986) 19

3 G.J. Ikenberry, ‘Conclusion: An Institutional Approach to American Foreign Economic Policy’ in G.J.Ikenberry,
D.A.Lake and MI.Mastanduno (eds), The State and American Foreign Economic Policy (Comell University Press:
Ithaca, NY, 1988) 222-3
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More specifically, there are two mechanisms whereby institutions shape not only the
negotiation environment but also the substance of policy outcomes that are of relevance to
this study, Aboth of which ate derived from historical institutionalism. The first derives from
rational choice theory, and refers to the calculus approach, in which actors act strategically in
order to maximize their utility. In this case, institutions are said to provide actors with a
combination of certainty regarding other actors’ actions and constraints on their own, so that
by defining the boundaries of the negotiation stage, each actors’ actions will be determined by
their space for movement and their expectations of other actors’ actions. In turn, the path
dependency of policy outcomes relates to very particular cases of conjectures in which out of
a set of possible paths, one is chosen ‘which result{s} in unanticipated effects and constrained
choices, which are very difficult to reverse.”® These conjectures can only be identified a
postetiori, but they allow for an examination of the endurance and historical continuity of

institutional structures in specific contexts.

It needs to be mentioned that historical institutionalism is particularly instructive in
elucidating the context-dependent development of policy frameworks, as well as the causal
links between the institutional context and policy-making outcomes, which is the case within
the European Union. This is true, firstly because the EU has gradually become an extensively
institutionalised organisational framework for policy- and decision-making, as one can notice
by the number of institutions and administrative bodies that have been established under its
tealm. Secondly, the micro-institutional and/or organisational focus of historical
institutionalism on sub-systemic levels of governance and on the various forms of
organisational differentiation beyond official projections of institutional unity and coherence
allows this interpretative approach to be used to examine the specific institutional
configurations and administrative organisation of decision-making structures within the
functionally compartmentalised EU. Indeed, it has been noted that institutionalist

1** The particular

explanations of EU decision-making are most compelling at a systemic leve
value of historical institutionalism in elucidating specific aspects of EU governance is its
capacity to offer institutional explanations of ‘the involvement of key institutions and actors
in the transfer of competence at particular junctures of the integration process.”* This

analytical approach of sub-systemic governance is helpful in unveiling the role of various

s4
See note 51

55 J. Peterson and E. Bomberg, ‘Rationality, Structure and Power in EU Governance: A Process Dominant Approach’

paper prepared for the biennial conference of the European Community Studies Association Centre, (Seattle, 29 May-1

June 1997) 11

58 S.J. Bulmer, ‘New Institutionalism, The Single Market and EU Governance’ ARENA Working Papers 97/25, 10
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institutional arrangements that usually remain unexamined in the frame of a negotiation
process. One such was the appointment of DG Environment as chef de file. The question
becomes whether and how these organisational arrangements had an impact upon the focus

and the structure of the Commission’s initiatives.

The thesis’ objective is to establish how the Commission’s inner administrative
settings became of crucial importance in the negotiation of the DRD. Thus, the object of the
analysis is in line with historical institutionalism, because it seeks an explanation of the role of
institutions in policy-making through a process-tracing historically-contextual approach, and
its micro-institutional analytical focus. As this theoretical approach brings the organisational
structure at its sub-systemic level into a central explanatory position, it is particularly
instructive in reconstructing the historical development of the genetic engineering framework,
which took place within the Commission. Moreover, it moves beyond the traditional macro-
institutional examination of the European Union’s decision-making procedures and sheds
light on the Commission’s internal administrative fragmentation in terms of the functional
specialisation of its composite units as a crucial explanatory factor for its long-winded
behaviour as an agenda setter and rule-maker on genetic engineering issues. Specifically, we
can explore how its main organizational features such as administrative fragmentation and the
presence of weak institutional structures of inter-service coordination, affected the outcome
of the relevant decision-making procedure. The dependant variable in this case is the policy
outcome, as it appeared in the form of the Commission’s 1988 proposal, but also the

eventually adopted DRD 1990/220 and the revised DRD 2001/18.

The analysis views each Directorate General as an autonomous actor with its own
policy-making agenda, in order to examine the various ways in which the Commission’s
internal divisions affected its policy outputs in terms of the content of the authorisation
framework it eventually proposed. The influence of the Commission’s differentiated
institutional structure, in organisational, procedural and normative terms, is assessed alongside
the effects of the absence of effective policy coordination mechanisms within the
Commission on the particular formulation of the 1988 proposal and the general framing of

the genetic engineering control issue.

The actors’ utilities can be defined as their objectives within the negotiation structures

for the establishment of the DRD. Coombes’ conceptualisation of the Commission as a
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multi-organisation and a ‘... porous organisation...in which different styles of administration,
implicit mission statements and different normative approaches compete for domination™ is
utilised. The Directorates General, are consequently approached as relatively self-contained
quasi-autonomous actors with a wide range of executive, supervisory and legislative functions
that pursue their own policy or institutional objeetives in accordance with their functional
responsibilities and are characterised by their own organisational identities and administrative
cultures. To this end, the organisational interests, ideologies and value orientations pertinent
to each Commission DG involved are used as proxies for their utility. We can then see what
seem to be departures from their positions, which cannot be explained solely by a
maximization of their interests. This is an attempt to assess the role of institutional
constraints or the lack thereof in altering their negotiation strategies. Through these
mechanisms, the effects of the institutional settings upon the Commission’s regulatory agenda

oon genetic engineering and the DRD can be evaluated.

The calculus approach further allows us to trace the shifts in each Commission DG’s
position throughout the period under-study and to examine whether the shifts in the
institutional settings affected the Commission’s legislative targeting in the area of genetic
engineering. In particular, there are three organisational structures of interest, one was
framed by the establishment of the Biotechnology Steering Committee (BSC), and one was
shaped through the founding of Biotechnology Regulation Interservice Committee (BRIC)
and its eventual transformation after the appointment of DGXI as chef de file. Within this
continuously changing organisational environment, specific Commission DGs such as DG
Research, Industry and Environment were examined in terms of how they made use of these

structures to maximise their utility.

Despite the criticisms that have been expressed against this strand of new
institutionalism, in terms of placing too much emphasis on the institutional (negotiation)
context as the sole explanatory device accounting for all policy outcomes, the emphasis on
the role and the positions of the Commission’s DGs in the process for the drafting of EC
biotechnology policy can be justified by their role as proxies for a wide array of rationalities
that were developed both in and outside of the Commission about the volume and the

manageable character of the potential genetic engineering risks, the familiar or novel character

57 D. Coombes, Politics and Bureaucracy in the European Community: a portrait of the Commission of the EEC (G.
Allen and Unwin: London, 1970) 291
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of these patticular technological hazards, as well as about the capacities of science to provide

loné-tem safety guarantees in this complex field of technological applications.

2.1.2. Procedural Rationality

Procedural rationality (also referred to as proceduralisation or proceduralism)®, has
become an umbrella term that is used to indicate all those conceptual approaches and
regulatory techniques that are focused on the organisational, procedural and institutional
design of a decision-making framework and in general the setting up of procedures, rather
than substantive rules and the process or steps taken in arriving at a decision.”” Under
procedural rationality legal control is ‘indirect and abstract, for the legal system determines the

" This particular neutral and

organisational and procedural premises of future action.
restrained legal form of administrative control centres on the setting out of common and
abstract procedural requirements and the establishment of organisational rules on governing
decision makers. It is related to the style and structure of decision-making, and as has been
noted, this new approach to environmental governance lays emphasis upon the

1

‘methodological and procedural aspects of decision-making® According to Taylor,
‘{P}rocedural rules do not speak as ditectly to the shape of the final decision as ‘substantive’
rules and ate less powerful and efficient in influencing policy outcomes but they have greater

262

generality.™ In the case of the DRD, procedural rationality can be seen both as the policy
and institutional outcome of the negotiation process and as the defining factor of the

institutional settings for the implementation of the Directive.

%8 These terms are used interchangeably throughout this analysis to describe the regulatory focus on the formulation and
organization of a system of multiple procedural obligations and an emphasis on the design and implementation of a
given policy rather than on the formulation of substantive standards for the shaping of specific outcomes.

® See H.A. Simon, ‘Bounded rationality and organizational learning’ (1991) 2(1) Organization Science, Special Issue:
Organizational Learning: Papers in Honor of (and by) James G. March 125-134; K.H.Ladeur, ‘Social Risks, Welfare
Rights and the Paradigm of Proceduralisation’, (1995) 2 EUJ Working Paper in Law; S. Faucheux, G. Froger and G.
Munda, ‘Toward an integration of uncertainty, irreversibility, and complexity in environmental decision making’ in J.
van den Bergh and J. van der Straaten (eds.), Economy and ecosystems in change: analytical and historical approaches
gEdward Elgar: Cheltenham, 1997) 50 - 74

? G. Teubner, ‘Substantive and Reflexive Elements in Modem Law’ EUI Working Paper in Law 1982/14, 255

6! K.-H. Ladeur, Towards a Legal Concept of the Network in European Standard-Setting in C. Joerges and E. Vos (eds),
EU Committees. Social Regulation, Law, and Politics (Hart: Oxford/Portland, 1999) 165; S. Faucheux, G. Froger and G.
Munda Toward an integration of uncertainty, irreversibility, and complexity in environmental decision making in J. van
den Bergh and J. van der Straaten (eds.), Economy and ecosystems in change: analytical and historical approaches
(Edward Elgar: Cheltenham, 1997) 57

82'S. Taylor, Making Bureaucracies Think: The Environmental Impact Statement Strategy of Administrative Reform
(Stanford University Press: Stanford, CA, 1984) 230
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Procedural measures and institutional structures aim at establishing legislative
frameworks for the control of risk associated with technological applications characterised by
weak knowledge bases and high scientific uncertainty, in the context of disagreements over
the socio-economic and ethical consequences and the exact object of regulation. Whereas for
some, it is simply a regulatory technique and/or strategy, for others proceduralisation signifies
a radical change in the philosophy of environmental regulators when facing problems of
implementation.®® Accordingly, proceduralisation has been associated with a multiplicity of
targets that range from entirely substantive ones, in terms of its role as a new legal paradigm
seeking to enhance democracy, decentralisation and the establishment of heterarchical rather
than hierarchical forms of control,* to purely instrumental viewings of it as a new technique
for socio-economic organisation of the obligations of the actors involved that can be applied

® As a result, under procedural rationality, institutional and

in any field of public policy.’
regulatory design has been associated with the acknowledgment of the need for the
establishment of a structure in which non-traditional knowledge producers and wider social
constituencies are consulted prior to the formulation of the final authorisation decision and
with a renewed emphasis on the strengthening of the social verification of the reliability of the

findings of science.

Firstly, under procedural rationality there is a recognition that any perspective framed
in the regulatory arena is necessarily incomplete and provisional by nature. The establishment
of proceduralised regimes has been associated with the acknowledgment of the need for the
de-monopolization of expertise and for the moderation of the existing informational
inequalities and the ‘opening’ of traditional assessment practices. Knowledge is viewed not as
certainty but as an object of constant elaboration, which should be adjusted to the changing
conditions set by the latest technological developments and to the evidence collected through

the acquisition of the relevant regulatory experience.*

8 C. Knill and A Lenschow (eds), /mplementing EU Environmental Policy: New Directions and Old Problems
(Manchester University Press: Manchester, 2000)

64§, Scott, ‘Flexibility, ‘‘Proceduralization’’ and Environmental Governance in the EU’ in J. Scott and G. de Burca
(eds), Constitutional Change in the European Union (Hart Publishing: Oxford, 2000) 274-5; see also, J. Mashaaw,
‘Administrative Due Process: The Quest for a Dignitary Theory’ (1981) 61 Boston University Law Review 885 and J.
Mashaw, ‘Dignitary Process: A Political Psychology of Liberal Democratic Citizenship’ (1987) 39 University of Florida
Law Review 433.

6 Richardson, G, ‘The Legal Regulation of Process’ in G. Richardson and H. Genn (eds), Administrative Law and
Government Action (Oxford, 1994) 111-113

% See on this issue, N. Lebessis, and J. Paterson, ‘Proceduralising European Law: Institutional Proposals’ in O.De
Schutter, N.Lebessis and J.Paterson (eds.), Governance in the European Union (Office for Official Publications of the
European Communities: Luxembourg, 2001) 274
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Accotding to this particular conceptualisation, the proceduralisation paradigm is
structured upon the assumption that scientific knowledge is inherently limited in informing
regulatory decisions and that in general there is no privileged viewpoint in the sense that no
expert or stakeholder can claim to have an unquestionable understanding of problems,
objectives and means. In other words, the emphasis on procedural rationality has been
associated with the recognition of the limitations of scientific knowledge and of technical
expertise to offer holistic responses to the challenges of novel technological applications that

are characterised by high scientific uncertainty and potentially irreversible risks.

Procedural rationality is a means of transcending the boundaries between different
forms of expertise and most importantly of encouraging the regulatory structures to expose
and address the inherent limitations and unexamined assumptions and uncertainties
undetlying expert views. Thus, apart from its all-encompassing character that involves the
need for integrating wider social constituencies into the decision-making procedures, in order
to gather a diversity of perspectives and to consider all forms of public justification,
proceduralisation also aims at establishing responsive and reflexive forms of decision-making.
Responsive or reflexive law ‘is an intriguing concept that corresponds to the trends in the rate

and scope of change and the inherent reflexivity of scientific and policy knowledge.”

Reflexivity in proceduralist regimes is evidenced not only through its focus on the
development of structures that might facilitate the dissemination and constant assessment of
the information entering into the decision-making processes, but also in the establishment of
a pluralistic scientific expertise that could moderate the structural inequalities in power and
information. In this respect, the aim of this conceptual approach has been associated with the
‘nature of the conflicts and the choices that implicidy or explicitly will have to be resolved
through time.’® Teubner’s conceptualization of reflexive law is particularly relevant, as
according to him it ‘seeks to structure bargaining relations so as to equalize bargaining power’ V
{...} and ‘affects the quality of outcomes without determining the agreements that will be
reached. Unlike formal law, it does not take prior distributions as given. Unlike, substantive

law, it does not hold that certain contractual outcomes are desirable.”®

& D.).Fiorino, ‘Rethinking environmental regulation: perspectives on law and governance’ (1999) 23 Harvard
Environmental Law Review 467-468

8 S. Faucheux, G. Froger and G. Munda, ‘Toward an integration of uncertainty, irreversibility, and complexity in
environmental decision making’ in J. van den Bergh and J. van der Straaten (eds.), Economy and ecosystems in change:
analytical and historical approaches (Edward Elgar: Cheltenham, 1997) 61

 G.Teubner, ‘Substantive and Reflexive Elements in Modern Law’ (1983) 17 Law and Society Review 256
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A further qualification of the paradigm relates to the distinction between instrumental
and dignitarian viewings of proceduralised regimes. The fitst one associates the design of the
procedure with the actual outcome of the decision-making structure, thus procedural
requirements and otganizational arrangements can be formulated and inserted into the corpus
of the legislative framework as long as they confer objectivity, precision and rationality to the
final decision. This instrumental viewing sees proceduralism as a means to facilitate the
delivery of a ‘correct’ outcome in terms of its technical accuracy providing guarantees for its
application efficiency, uniform implementation and for its contribution to the achievement of
the set legislative objectives. The second, dignitarian viewing approaches the design of
procedural arrangements and the formulation of procedural obligations independently of the
final outcome, focusing instead on the protection of specific values that relate to the
procedural rights of individuals or groups, in terms of safeguarding the procedural equality of

the actors involved and the fairness of the deliberation process as such.

In the context of the dynamic cycles whereby institutions affect policy outcomes,
proceduralism is seen as the outcome of the evolution of the institutional settings in which
the negotiation for the DRD took place. This policy choice in turn feeds back into the
process, as it specifically sets out to focus on the procedural and organisational structure for
the implementation of the regulatory regime, so that at the stage of implementation
proceduralism goes on to define the institutional setting in which the decision-making
processes take place. Thus, the study further examines how and in what ways the institutional
practices that have been developed within the organisational context of the Deliberate Release
framework, at both the risk assessment and risk management levels, have shaped the
procedural paradigm, in terms of how institutions have altered its expected outcomes and its
neutral or non-purposive character. Since this paradigm, operating within a specific
institutional setting, becomes subject to multiple interpretation decisions, its various

conceptual shortcomings come to the surface.

Here, the regulatory emphasis on the organisation and specification of the procedural
aspects of the required risk assessment and management of modern biotechnology risks is
approached in relation to the specific structural features of the process of regulatory control
of new technologies. Furthermore, the context-related problems that have become associated
with the required consultation procedures are: the limited understanding of the problems

under consideration due to the division between expert and lay forms of knowledge, the
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fragmentation of expert knowledge in a mult-disciplinary policy environment and the
informational inequalities among the main actors involved in the process of risk assessment
and management.” All these are examined. In other words, the thesis views proceduralisation
beyond its potential for infusing flexibility at the different levels of European decision-making
governance with reference to the distribution of competence among the supranational, the
intergovernmental and the local levels. Although relevant to the broader discussion on
proceduralism, the operation and the effects of the application of this particular form of
organising legal obligations on the discussions about the need to enhance the democratic
character of the EU’s decision-making procedures in terms of the decentralisation of its
substantive aspects and centralisation of the procedural ones, as well as the reinforcement of

the subsidiarity principle, are not addressed.

More concretely, under this form of administrative rationale, we assess the regime’s
ability to reconnect experts with society, as well as with the multiple non-scientific concerns
of the latter beyond specific substantive targets and expert-driven legislative strategies. The
thesis examines whether the range of stakeholders that can become involved and of
viewpoints that can be taken into account in the frame of the operation of a safety-driven
framewotk of a technical character is being broadened at the level of its design and
implementation, reinforcing the inclusive function of the established institutional structures.
The proceduralisation paradigm is also seen to be a mode of safeguarding the self-referential
and reflexive character of the science-based decision-making structure in terms of second-
guessing the data produced and re-articulating the employed interpretative model of decision-
making in view of the inherent uncertainties and subjective assumptions of experts. Thus, the
extent to which the framework has indeed led to a re-evaluation of the role of science in the
field of genetic engineering is assessed. In identifying the presence or absence of the
procedural rationality, allows for the assessment of the role of the institutional settings in
policy making and, in effect, questions whether policy making can be de-contextualised from

the institutional settings where it is created and implemented. |

2.2. Empirical Framework

Having established an analytical framework, attention shifts to the methodology, in

particular to ‘research methods (which) represent lines of action taken towards the empirical

7 See note 66 at 272-275
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world”, to define a strategy for the examination of the DR framework. A qualitative research
approach, which investigates the why and how of decision making, as opposed to what,
where, and when of quantitative research and broadly refers to "any kind of research that
produces findings not arrived at by means of statistical procedures or other means of

quantification,"”

was employed. Qualitative research is best suited for investigating complex
and diversified social phenomena in context, which are not well captured by mathematical
formalisation and quantitative techniques. By using qualitative research methods, the
researcher undertakes a process of inductive data analysis, which facilitates the application of
historical institutionalism and proceduralisation in sub-systemic levels of government.
Qualitative research has a strong interpretative character. It is aimed at discovering the
meaning, events have for the individuals who experienced them, and the interpretations of

those meanings by the researcher. It pays attention to the idiosyncratic features of processes,

seeking to understand the uniqueness of each case.

The empirical analysis of the historical evolution of the DRD was formulated as
process tracing, which was constructed through documentary analysis and semi-structured
elite interviews and questionnaires, both of which were directed at regulators, NGOs and
scientific bodies at the national and European levels. Insofar as the interviews required on-
site, immediate replies and implied an interaction with the interviewer, the questionnaires
offered distinct perspectives as they contained a pre-defined and limited number of questions,
to which answers can bt:\ thought out and reviewed. Thus, we were able to triangulate the
three different sources of data, applying and combining several research methodologies in the
study of the same phenomenon or historical process so as to corroborate and establish the
validity of the data collected, safeguard the reliability of the database and achieve a better

understanding of the domain under investigation.

Implicit in this approach is the need to collect large amounts of data, from a wide
range of sources, usually via extensive documentary research. The objective was to re-build a
detailed account of a process in which information was corroborated and validated across

sources, allowing the researcher to establish “the validity of causal relationships...well-suited

™ N.K. Denzin, The Research Act: A Theoretical Introduction to Sociological Methods (Prentice-Hall: Englewood
Cliffs, NJ, 1989) 292

2 A. Strauss and J. Corbin, Basics of qualitative research: Grounded theory procedures and techniques (Sage
Publications Inc: Newbury Park, CA, 1990) 17
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to testing theories in a world marked by multiple interaction effects.” The first step was the
documentary analysis to enable a detailed reconstruction of the process of negotiation of the
90/220 Directive from 1984 to 1990 when the final draft was approved. We then worked
with the implementation at both the national and Community levels and the initiatives for the
revision of the DRD and for the establishment of a centralised Community Agency on issues

of food protection.

This analysis was based on four main sources of evidence:

+ published EC documents: Commission Communications, Green Papers, policy
proposals, speeches, Council Decisions, European Patliament (EP) Resolutions,
Opinions of the Economic and Social Committee.

» unpublished Commission documents: internal policy drafts, notes and working
documents, meeting reports, position papers, internal and external memos and
letters, meetings agendas and minutes, and correspondence all of which were
provided in confidentiality by Commission officials.

» press publications: documenting Commission policy-making and the various
positions of the member states throughout the process, and

o secondary sources: academic and policy research dealing with the negotiation.

Efforts were made to ensure that all pieces of relevant and available documentary
evidence from the Commission were collected. Difficulty was encountered with collecting
data from many of the people involved in the negotiation for the 90/220 and for its various
amendments, as they have since retired. However, key members of the negotiation team
offered access to their personal archives, enabling access to internal policy drafts, working

documents and meeting agendas and minutes.

Furthermore, specific archive and documentation centres and libraries provided a
significant amount of historical material. These wete DG Research’s BIODOC archive, the
Library of the UK Food Standards Agency, the Library of the UK Department for
Environment, Food and Rural Affairs, the Library of the European Food Safety Authority in
Parma and the British Library of Political and Economic Science (BLPES). The collection of
the empirical material was primarily conducted on-site in the Commission’s offices in
Brussels. Secondary literature and publications, press reports and similar documents provided
additional interpretations of EU’s policy efforts, which were compared and contrasted with

the arguments raised in interviews and with those put forward in official documents. Most of

3 P.A. Hall, Aligning Ontology and Methodology in Comparative Politics, paper presented at the Conference on
Comparative Historical Analysis in Brown University (April 27-29, 2000)
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the articles used in the frame of this research came from trade, scientific' and research
journals, biotechnology newsletters, legal periodicals and newspapers. The study also
benefited from the examination of a large number of articles in newspapers, reviews and

periodicals, etc.

Some relevant documentation was unavailable for examination, primarily having been
classified as confidential because it contained minutes of discussions between Commission
officials and representatives of member states in the Regulatory Committees of the 90/220
and the 2001/18 Directives, or because they contained information on authorisation cases
that are still pending. Concerning the request for the explanatory memorandums and the
Commission proposals regarding those Commission Decisions that had been dealt with the
authorisation of GMO products under Directives 2001/18/EC and 1990/220, access was
granted by the Commission’s services on products for which a Decision has already been

adopted under Directive 2001/18/EC.

2.2.1. Semi-structured interviews

Apart from the resort to access historical documentation and archives, invaluable
empirical evidence was acquired through formal and informal semi-structured interviews,
conducted through field work in six visits to various national and supranational institutions,
during which access was gained to policy participants of various ranks, including high-level
European officials, member state representatives, European Parliament staff members and

interest group representatives.

Interviews have more recently been considered as indispensable to process tracing
studies, as a means to corroborate information when used in the context of triangulation.
Although, traditionally process tracing for historical analysis has been associated with
documentary and archival analysis, elite interviews in particular are being advocated as they
provide detailed accounts of a specific policy process, insofar as they enable the uncovering of
the actual motivations and perspectives of the key participants in a process, and enable
‘reconstructing the decisions and actions behind’ a particular chain of events.” To this end,

the study made use of two different approaches for the selection of those actors that fall

™ Q. Tansey, Process Tracing and Elite Interviewing: A Case for Non-probability Sampling, Politics Paper (Nuffield
College, Oxford, 2006) 6
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under the definition of elite interviewees; these were the positional and reputational.”
According to the first, the researcher identified desirable respondents on the basis of their
posidon within a specific organizational structure or by virtue of their membership,
involvement or portfolio in the frame of a specific decision-making procedure. Pursuant to
this approach, an initial list of actors was made according to their position within the
Commission and the national governments. According to the reputational approach,
respondents wetre selected on the basis of whether these actors were deemed influential in a

particular political arena.

- The interviews conducted in this research study were semi-structured.” The choice of
this specific interview technique is justified by the multiple advantages that it offers, especially
in relation to the collection of qualitative data.” First of all, semi-structured interviews are
conducted with a fairly open framework, but with a fixed set of topics to be covered. They
consequently allow for focused, conversational, two-way communication and for a much freer
exchange between interviewer and interviewee. This type of qualitative interview is
characterized by ‘a low degree of structure imposed by the interviewer; a preponderance of
open questions; a focus on ‘specific situations and action sequences in the world of the
interviewee™™ rather than abstractions and general opinions.”” The majority of questions were
created during the interview, allowing both the interviewer and the person being interviewed
the flexibility to probe for details or discuss issues. A further advantage of this technique was
that the interviewer could probe areas suggested by the respondent's answers, of which the
interviewer had no prior knowledge or of that had an importance that was not apparent at the
outset. As has been noted, ‘Although the researcher typically begins with some basic ideas
about what the interview will cover, the interviewee’s responses shape the order and structure

of the interview. {...} Each interview is tailored to the research participant.™

75 See on this issue, B. Denitch ‘Elite Interviewing and Social Structure: An Example from Yugoslavia’ (1972) 36 Public
Opinion Quarterly 143-58; and S. Werning Rivera, P. M. Kozyreva and E. G. Sarovskii, ‘Interviewing Political Elites:
Lessons from Russia’, (December 2002) 35(4) PS: Political Science and Politics; K. Farquharson, ‘A Different Kind of
Snowball: Identifying Key Policymakers’ (October 2005) 8(4) International Journal of Social Research Methodology

7 See on this issue, B. L. Leech, ‘Asking Questions: Techniques for Semistructured Interviews’ PS: Political Science
and Politics, (Dec. 2002) 35 (4) 665-668.

7 See on this issue, C. Schmidt, “The Analysis of Semi-structured Interviews’ in U. Flick, E. v. Kardorff and . Steinke
(Eds.), A Companion to Qualitative Research (Sage: London, 2004) 296-302

8 S, Kvale, ‘The qualitative research interview: a phenomological and a hermeneutical mode of understanding’(1983) 14
Journal of Phenomological Psychology 176

™ N. King, ‘Qualitative Reesarch Interview’ in C. Cassell and G. Symon (eds), Qualitative Methods in Organizational
Research: A Practical Guide (Sage Publications: London, 1994) 118-134

80 K G. Esterberg, Qualitative Methods in Social Research (McGraw-Hill: Boston, 2002) 87
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Considering that the issues discussed in this research study were of a highly
confidential and conflicting character, the less intrusive character of semi-structured
interviews, in terms of the open-ended character of the questions raised, allowed respondents
time and scope to talk about their opinions on a particular subject. The open-ended character
of the questions posed also allowed for some questions to arise naturally during the interview
“You said a moment ago...can you tell me morer”. Further, semi-standardised interviews
allowed the exposition of a stock of knowledge on the topic at hand, as well as of the various

implicit subjective assumptions to come to the surface and become articulated.”

Between 2004 and 2007, thirty interviews were conducted, either in person or by
phone, with key actors that had become related with either the negotiation process for the
formulation of the Deliberate Release framework or with its actual implementation both in
the Commission (Research, Health and Consumer Protection, Environment, Commission
Legal Service) and in the European Parliament, experts from other European bodies (EFSA,
Scientific Steering Committee, Scientific Committee on' Plants, European Group on Ethics in
Science and New Technologies, Comite Europeen de Normalisation (CEN)) and at the
national level (national Ministries of the Environment and competent authorities for the
supervision of the implementation of the Deliberate Release Directive in the UK and
Greece). Furthermore, interviews were conducted with interested parties outside of the
Commission including environmental non-governmental organizations (Greenpeace, Friends
of the Earth, GeneWatch), biotechnology consultancies and independent scientists and
research centers. The elite interviews included four Heads of Commission Units, members of
the Management Board of EFSA and the directors of the various competent national

authorities, all of whom participated in the negotiation of the DRD at some stage.

2.2.2. Semi-structured e-questionnaires

Following the same rationale and topics that were covered in the semi-structured
interviews, open ended question questionnaires were sent through electronic mail to key
actors, to follow up on some of the interviewees’ thoughts and to extend the number of
sources. However, this means of interacting with actors proved useful not only as a means of

accumulating the information and points of view and increasing the contact time with

8! See: U. Flick, An introduction to qualitative research (3" edition) (Sage: London,2006) 155-161
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interviewees, but also as a means of acquiting answers that can only be the result of a more
thought out reply to the questions set out. Approximately ninety replies to these
questionnaires were received from: Commission officials (DGs Internal Market and Services,
Enterprise and Industry, DG SANCO (Consumer Policy and Health Protection),
Environment, Reseatch and Agficulture); Members of the European Parliament, the
European Social and Economic Committee, European Food Safety Authority, the Scientific
Committee on Plants, the Scientific Steering Committee, the CEN, the Commission’s Joint
Research Centre and European Group on Ethics in Science and New Technologies; officials
from competent national authorities and national ethics committees (Sweden, Denmark,
Spain, Austria, the Netherlands, Belgium, Germany, Portugal, Latvia, Estonia, Lithuania,
Poland, Finland and Slovenia); the European Association for Bioindustries (EUROPABIO);
and several NGOs (GRAIN, GM Watch, GeneWatch).

2.2.3. Triangulation

The vatiety of data collected and analysis techniques employed in this study offered
the opportunity for the application of the multi-method approach of ‘triangulation,” as the
combination of methodologies in the study of the same phenomena, for the verification of
the information provided.” This was seen as an appropriate strategy for ensuring the
credibility of the qualitative analyses and the preferred line in the social sciences,” as a means
of addressing the various inconsistencies in both methodological and evidentiary terms.”® As
has been noted; ‘Triangulation is typically a strategy (test) for improving the validity and

»86

reliability of research or evaluation of findings.™ The combination of multiple methods,

empirical matetials, perspectives and obsetvers in a single study ‘is best understood {...} as a

82 See notes 71 and 81

8 N.K. Denzin and Y. S Lincoln, The Landscape of Qualitative Research (Sage Publishing: Thousand Oaks, CA, 1998);
C..Marshall and G.B. Rossman, Designing Qualitative Research (3rd ed.)(Sage Publishing: Thousand Oaks, CA: 1999);
T. A. Schwandt,. Qualitative Inquiry: A Dictionary of Terms (Sage Publishing: Thousand Oaks, CA: 1997)

See more on this issue, in P.V. Aelst and S. Walgrave ‘Who is that (wo)man in the street? From the normalisation of
protest to the normalisation of the protester’ (2001) 39 (4) European Journal of Political Research 461-486; P.H. J.
Davies 'Spies as Informants: Triangulation and the Interpretation of Elite Interview Data in the Study of the Intelligence
and Security Services' (2001) 21(1) Politics 73-80; D. Marsh and G. Stoker (eds) Theory and Methods in Political
Science (2" ed) (Palgrave: Basingstoke, 2002) Chp.11; D. Marsh and M. Read Private Members’ Bills, (Cambridge
University Press: Cambridge, 1988); D. Marsh, D. Richards and M. Smith ‘Bureaucrats, Politicians and Reform in
Whitehall: Analysing the Bureau-shaping Model’ (2000) 30 (3) British Journal of Political Science 461-482.

8 See: G. Gaskell. and M.W. Bauer ‘Towards Public Accountability: beyond Sampling, Reliability and Validity’ in M.
W. Bauer and G. Gaskell, Qualitative Researching with Text, Image and Sound : A Practical Handbook for Social
Research (Sage: London, 2000) 345

8 N.Golafshani, ‘Understanding Reliability and Validity in Qualitative Research’ (December 2003) 8(4) The Qualitative
Report 603
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strategy that adds rigot, breadth, and depth to any investigm:ion,’87 even if one can never be
sure that an account is true, since there is no independent and absolutely reliable access to

rea]ity.88

Having created three rather extensive databases, one containing official and unofficial
documentation on the negotiations for the formulaton of the DRD, as well as on the
discussions for its tevision and the ad hoc meetings for the examination of the various
authorisation cases, 2 second one consisting of data collected in interviews organised with a
wide array of stakeholders and a third one containing press reports and various secondary
sources, the goal of the triangulation method was to provide a cross-reference between
interview data and the collected archival records. Whilst official Commission documents and
secondary sources provided an initial overview of the issues under examination, interviews
with key stakeholders were used to corroborate the breadth and depth of documentary
findings but also to guide the acquisition of further documentary material. Specifically,
‘methodological triangulation’ and more concretely the ‘between—method’ or ‘across-method’
triangulation which involves the combination of dissimilar methods to measure the same
unit® was carried out. As Marotzki has noted, this particular type of triangulation involves
‘the combination of reactive procedures {such as interviews}, and non-reactive procedures

**® making ‘it possible to capture different aspects of the research issue.”’

{such as documents}
More specifically, a ‘triangulation triad’ of primary sources (such as interviews) and
documentary soutces with published secondary-soutce information was considered as the

‘optimum solution.”

2.3. Conéluding Remarks

This chapter introduced the theoretical paradigms and empirical methods that have
been used for the framing and analysis of the issue under discussion. To this end, it discussed

the relevance of historical institutionalism and proceduralism to the structuring of the

87 . Flick, *Triangulation revisited: Strategy of validation or alternative?* (1992) 22 Journal for the Theory of Social
Behaviour 194 :

8 See: N.G. Fielding and L.L. Fielding, Linking Data (Sage: London, 1986)

% See note 71 at 301-304

%0 See: W. Marotzki, “Forschungsmethoden der erzichungswissenschaftlichen Biographieforschung® in H-H. Kriiger &
W. Marotzki (Hrsg.), Erziehungswissenschaftliche Biographieforschung (Opladen, Leske & Budrich: 1995) 55-89

5t U. Flick, ‘Triangulation in Qualitative Research’ in U. Flick, E. v. Kardorff and I. Steinke (2004), see note 77 at 180

%2 p.H.). Davies, ‘Spies as Informants: Triangulation and the Interpretation of Elite Interview Data in the Study of the
Intelligence and Security Services® (2001) 21(1) Politics 78
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analytical framework and to the identification of the main causal links and the setting of the
necessary points of reference and illustrated the main methodological tools used for the
collection of the relevant empirical evidence. The following chapters reconstitute the history
behind the foundation and development of the EU authorization framewotk for GMO
releases and examine the role of institutions in the design and normative orientation of this

licensing regime.
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Chapter 3: Initial Shaping of genetic engineering rules (1982-1986): competence
maximization under institutional and scientific uncertainty

The chapter provides a brief historical account of the drafting of regulatory
instruments on genetic engineering. The chapter examines the Commission’s initial efforts to
shape a coherent legislative control framework on genetic engineering despite the friction
between the field’s multi-sectoral character and the particular functional, vertical specialisation
of the Commission’s composite organisational units (Directorates General). This
fragmentation, exacerbated by each DG’s internal autonomy, became the basic institutional
constraint in the Commission’s efforts to formulate common positions and created the need
for the founding of inter-service groups for the establishment of a minimum organisational
coordination, mostly between DG Research and DG Industry. The competence battles
between these particular Directorates General conditioned the Commission’s attempts to
shape a unified regulatory narrative. The main DGs acted more as carriers of regulatory
initiatives in those fields of genetic engineering that related to their sectoral interests, as they
sought to maximize their respective organisational utilities through the expansion of their
competences into a new area of public policy and regulatory interest. The conflicting nature
of their interests left little space for actual interaction. This led to an erratic approach on
behalf of the Commission in setting the objectives of its regulatory initiatives in the field of
biotechnology. In the end, the established ad hoc coordination structure proved insufficient
to mediate the approaches of the main DGs involved towards the prefetred uses of genetic

engineering and their control.

Further, the chapter finds evidence of the ad hoc character of the Commission’s rule-
shaping settings in the field of genetic engineering. This can be seen to exemplify the
Commission’s lack of a coherent and consistent strategy on the development and control of
life sciences and modern biotechnology. A situation that eventually resulted in the creation of
a regulatory patchwork of low binding force, rather than of an integrated system of rules. The
Commission’s initial interest in enacting uniform regulatory safety standards when conducting
tDNA (Recombinant Deoxyribonucleic Acid) research was motivated by concerns regarding
its potential effects on workers’ health and safety. This interest was soon replaced by the need
for the establishment of standardized regulatory conditions for the creation of a friendly
environment for industrial investment in the development of modern biotechnology and for
enhancing the competitiveness of European bio-industries and agro-food production. The

Commission’s eventual shift of regulatory interest towards the establishment of internal
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market conditions fot the free movement of biotechnology products materialised through the
formulation of a minimum set of guidelines for controlling novel technological risks to the

environment and public health. This will be analysed in the following chapter.

The first section examines the efforts of DG Research and DG Industry to become
engaged in the formulation of legislative measures for the protection of the health of
biotechnology workers, while also strengthening the competitiveness of European
bioindustries. As biotechnology became more prominent in the Commission’s policy agenda,
several DGs sought to establish some form of competence over this new multifaceted policy
field. This intra-Commission negotiation process was matked by ever-changing objectives.
Initially, the research potential stage in the development of modern biotechnology in Europe
allowed DG Research to acquire a dominant institutional position within the Commission.
Gradually, the power for initiating and drafting biotechnology rules within the Commission
was shifted to DG Industry. Section 2 analyses the failure of the operation of inter-service
coordination mechanisms to provide the necessary incentive/constraint structures to ensure
cooperation among the DG’s and to lead to a sustainable political compromise within the

Commission.

3.1. Claiming competences in an unsettled policy environment

It needs to be mentioned that the problem of tensions and of ‘fierce internal
conflicts™? within the European Commission is not a recent phenomenon. Indeed, the very
nature of the Commission — a single institution encompassing large and relatively self-
contained Directorates General (DGs), a collection of feudal fiefdoms%— is a recipe for

fragmentation® and internal tension.?¢ Owing to the internal divisions running through it,”’

3 T, Christiansen, ‘Tensions of European Governance: Politicized Bureaucracy and Multiple Accountancy in the
European Commission’ (1997) 4 Journal of European Public Policy 73-90

%4 D. Coombes, Politics and Bureaucracy in the European Community (George Allen & Unwin: London,1970)

9 As Weale notes: Since, at the European level, DGs are the guardians of their sectoral interests, it is hardly surpising
that sectoral complexity makes for difficult decision-making in institutional terms.’In A. Weale, “Environmental rules
and rule-making in the European Union” (1996) 3(4) Journal of European Pubic Policy 608

% As Mazey and Richardson note: ‘One of the features of the EC policy process is the rather high degree of sectorisation
of policy making. Whilst sectorisation and segmentation are present in all bureaucracies and agencies, the European
Commission is especially segmented.’” S. Mazey, and J. Richardson, ‘EC policy making: an emerging European policy
style?’ in J.D. Liefferink, P.D. Lowe and A.P.J. Mol (eds.), European Integration and Environmental Policy London
(Belhaven Press: London/New York, 1993) 121
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authors have for some time regarded it as a ‘multi-organization,” in which the policy-making
of different administrative units creates different bureaucratic and organizational logics.%
More specifically, the high degree of functional specialisation and the sectoral segmentation of
its internal organisational structure has become a permanent feature of the Commission’s

operation as a policy initiator.

Each one of the Commission DGs involved in the formulation of genetic engineering
rules approached the need for control of the various applications of genetic engineering in
instrumental terms, as utility-maximizers and sought to promote and safeguard those aspects
of modern biotechnology that would allow it to maintain what it considered to be under its
own sphere of policy influence and that might enable an extension of its competences. The
latter was done in an ad-hoc manner, which might in turn have been the main reason behind
the Commission’s ever-changing objectives in the field of genetic engineering. Each DG
acted as a competence-maximizer and attempted to create its own ‘expert-based hierarchy’ as
a means of adjusting the framing of the need for the control of genetic engineering risks to its

own organisational self-interests.

Although the need for an ‘integrated’ approach had been advocated in the 1983
Commission communications® on the basis of the FAST (Forecasting and Assessment in the
Field of Science and Technology) report,'® in practice the structure of the Commission, with
its quasi-autonomous Commissioners in combination with the multi-sectoral and boundary-
crossing character of modern biotechnology led to the creation of a patchy institutional
negotiation setting that undermined the efforts for an operational and meaningful
convergence and failed to achieve the required inter-service cooperation. Before examining
the operation of the created inter-service coordination structure, the regulatory initiatives of
DGs Research and Industry, as the first main cartiers of policy initiatives in the field of

genetic engineering within the Commission, are analysed.

9 As it has been noted, ‘The Commission is a compartmentalized bureaucracy, where many directorates-general
resemble self-govering statelets’ in L. Hooghe, The European Commission and the Integration of Europe: Images of
Governance (Cambridge University Press: Cambridge, 2001) 23

%8 See more in L. Cram, ‘The European Commission as a Multi-organisation: Social Policy and IT Policy in the EU’,
(1994) 1(1) Journal of European Public Policy 195-218.

% COM(83)672, final, ‘Biotechnology in the Community’, Communication from the Commission to the Council,
Brussels, 3 October 1983 and European Commission (1983), Biotechnology: The Community’s Role, COM(83) 328
final, 8 June 1983, Brussels: Commission of the European Communities

1% FAST {“Forecasting and Assessment in the Field of Science and Technology'} report, recommending Community
Strategy for European Biotechnology, January 1983, Commission of the European Community, DGXII
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3.1.1. DGXII: Science, Research and Development

Until the late “70s-eatly ‘80s, the development of biotechnology in Europe was still at
the research stage and the initial efforts of the Commission (of DG Research in particular) to
institutionalise its interest in the field of genetic engineering were focused on the provision of

financial support for any relevant research initiative.

Given that no explicit reference was made in the basic Tteaties to the powers of the
Community on issues of research and/or industrial character, no specific legal basis was
obtainable for the justification of the adoption of ad hoc legislative measures on genetic
engineering, or even for the assumption of research initiatives at the Community level. Thus,
DG Research resorted to the general wording of Article 235 EC'" as a suitable legal basis to
justify its R&D (Research and Development) initiatives in the area of modern biotechnology.
Since the adoption of a proposal for the initiation of a Community research programme,
based upon this particular Treaty provision, would require a unanimous vote in the Council,
DG Research was forced to identify those aspects of genetic engineering that would have a
Community dimension, in order to justify the Commission’s involvement into this novel
technological sector. The establishment of minimum safety requirements in a regulatory
format relating to the conduct of fDNA research was chosen as the subject matter requiring
further elaboration at the Community level, because its centralised control could prevent any
potential conflicts in relation to the required safety safeguards and standards that might arise
among those countries patticipating in the frame of the proposed Multi-annual Community
Programme of Research and Development in Biomolecular Engineering.'® The focus on
developing safety guidelines and norms when conducting tDNA work, as an area of
application of genetic engineering that required immediate Community intervention,
supported DG Research’s strategic involvement in genetic engineering and enabled it to gain

the necessary consensus in the Council.

Reflecting upon the increasing concerns of the various scientific unions in the field of

tDNA worker health and safety,' DGXII (Research) attempted to institute competence over

191 Article 235 reads as following: ‘If any action by the Community appears necessary to achieve, in the functioning of
the Common Market, one of the aims of the Community in cases where this Treaty has not provided for the requisite
powers of action, the Council, acting by means of an unanimous vote on a proposal of the Commission and after the
Assembly has been consulted, shall enact the appropriate provisions ',

192 The Council finally approved a more limited version of this programme in December 1981,

103 Among others, the Scientific and Technical Research Committee (CREST) and the European Science Foundation
(ESF).
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genetic engineering issues. In doing so, it claimed a general intra-Commission primacy over
modern biotechnology amidst the lack of any Commission initiative on this issue. In trying to
avoid the mistakes of the nuclear industry,"™ DG’s Research initiative came as a response to
the requests for the need for the formulation of minimum regulatory safety standards for
laboratory procedures. However, there were two problems with the Commission’s, and
specifically DG Research’s involvement. Institutionally, in intra-Commission terms, it had not
established any concrete competences over issues related to the safety control or
administrative management of the various applications and uses of genetic engineering.
Proposing and initiating research programmes did not suffice to render it competent in

%5 Moreover, in

intervening into the field of modern biotechnology in regulatory terms.
practical terms, it lacked the necessary technical expertise to draft legislative proposals that
would justify the need to formulate regulatory standards for applications of genetic

engineering at a Community level.

Consequently, DG Research established contacts with expert committees and
scientific unions so as to formulate scientifically sound proposals and technical justifications
for its regulatory proposals. Its strategy of containing discussions upon regulatory issues on
genetic engineering within expert committees safeguarded its relatively narrow focus on the
tisks of rfDNA research and minimised the likelihood for any discussion about the broader
socioeconomic effects of the various forms of application of this new technology. The
European Molecular Biology Organisation (EMBO) —and more concretely its standing
advisory committee on recombinant DNA- and the European Science Foundation (ESF)'%
dealt with the development of a harmonised European approach to the regulation of rDNA
research via their recommendations, calling, inter alia, for hazard assessment,'”  the
establishment of national fDNA research safety advisory committees and the adoption of

108

national legislation along the lines of the British safety code.™ These recommendations

1% As mentioned in J. Becker, ‘Bioengineering hazards-Europe doubts’ (May 1981) 291(21) Nature 181

19 DG Research had participated in the drafting of the first proposal for a Community research program in bimolecular
engineering during 1975-6. For more on this, see H. Gottweis, Governing Molecules. The Discursive Politics of Genetic
Engineering in Europe and in the United States (MIT Press: Cambridge, Mass. 1998) 167

1% An ad hoc committee of the European Science Foundation had stressed the need for control of the laboratories and the
advantages of a legal requirement to safeguard the efficacy of a central advisory committee, for more:
‘Recommendations of the European Science Foundation’s Ad Hoc Committee on Recombinant DNA Research (Genetic
Manipulation),” in European Science Foundation Report 1976 (Strasbourg: European Science Foundation, 1976),
appendix B and 8-12

197 Second meeting of the EMBO Standing Advisory Committee on Recombinant DNA, Report and Recommendations,
26.

198 For a more detailed discussion about the role of these transnational scientific organizations, read A.M. Russell, The
Biotechnology Revolution: An International Perspective, (St.Martins Press: New York, 1988); M. Cantley, ‘The
Regulation of Modern Biotechnology: A Historical and European Perspective. A Case Study on How Societies Cope
with New Knowledge in the Last Quarter of the Twentieth Century’ in H.J. Rehm and G.Reed (eds.), Biotechnology
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provided DG Reseatch not only with the necessary scientific expertise for the formulation of
an EC R&D policy on modern biotechnology,” but also with the essential scientific
reasoning that would justify the assumption of regulatory initiatives for enacting EU-wide
harmonised rules on the safety control of tDNA laboratory work. The institutional self-
interests of DG Reseatch eventually prevailed over the aims and the functional value of its
initial effotts to cooperate and establish partnerships with these scientific and research actors.
Consequently, the role of the latter became gradually weaker due to DG’s XII political need
to liaise with the member states —in view of the requirement for the unanimous approval of
its proposals and as a result of its fear of losing ground in the control of the harmonization of
safety regulation over the ESF. Thus, besides the significance of the role of the ESF and
EMBO recommendations in highlighting the Community dimension of the need for
minimum safety rules, the rendering of a sub-committee of the Commission’s Scientific and
Technical Research Committee (CREST), the Committee on Medical and Public Health
Research (CRM), as the principal forum for elaborating the issue of tfDNA research safety
regulation facilitated the plans of DG Research to establish contact with the competent
national authorities that would enable it overcome national objections, safeguard the eventual
approval of its proposals for EC-wide safety regulatory measures and in effect expand its

competences into the this new technological field.

In the early 1980’s, DG Research officials aimed at establishing an EC biotechnology
R&D policy, while at the same time advocating a Community-wide research and development
programme in molecular biology. Assuming a regulatory initiative that would aim at
establishing safety standards, DG Research appeared as a policy entrepreneur in the field of
genetic engineering and at the same time attempted to meet the relevant scientific concerns
and to downgrade the potential risks by rendering rDNA research activities socially
acceptable, thus preparing the ground for the framing of a new sector of Community policy
that would be in need of financial support. The formulation of rules that would provide a
minimum set of guidelines for controlling technological risks that might affcct the safety of
industrial researchers, the natural environment or even public health at the EU level was
quickly prioritised in the Community’s regulatory agenda. The Commission was at that point

seen as the sole authority that could speed up the harmonization of the relevant measures and

Vol.12, Legal, Economic, and Ethical Dimensions (Weinheim:VCH, 1995); L. Guzzeti, A Brief History of European
Union Research Policy (Office for Official Publications of the European Communities, Luxembourg, 1995)

1% One can find a concise account about the first European efforts to discuss the possible hazards of recombinant DNA
research and the need for coordination of their efforts to regulate experiments and minimize any relevant hazard in J.
Tooze, ‘Genetic Engineering in Europe’ (10 March 1977) New Scientist 592-595.
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guidelines and provide the industrial private sector with a common framewotk for the

exercise of rDNA research at the Community level.

DG Reseatch gained further leverage in its battle for grounding its competences in
the area of genetic engineering through the establishment of a consultation framework with
the national tDNA research safety organisations and the initiation of a Community-wide
research and development programme in molecular biology that would provide support for
infrastructure development in biotechnology, with particular emphasis on research and
training.® In view of the potential increase of rDNA research activities that would
unavoidably augment the potential risks and in effect signify the formulation of unilateral
national safety measures across the EC, its officials stated the need for the addition of a
regulatory dimension in the biotechnology section of the EC’s R&D policy that would
minimise any inconsistencies with regard to the safety controls that were considered necessary

on both public and private laboratories.

In other words, DG Research sought to expand its competences within the
Commission through its involvement in genetic engineering before the applications of the
latter raised commercial, industrial, environmental ot public health issues. The prioritization
of its institutional self-interests became evident in its positions during the discussions for the
formulation of a Council Directive on establishing safety requirements for rDNA research
activities."* Apart from supporting its plans in the field of R&D policy, the elaboration and
formulation of proposals for tDNA research safety regulation was seen by DG Research as
an opportunity to establish a precedent in acquiring a prominent position in enacting safety
norms and control standards for technological risks. The prioritisation of its narrow
organisational interests at the expense of the consideration of the non-research dimensions of
rDNA-related technological applications signified the institutional capture of the issue
framing and legislative agenda-setting procedures in the area of genetic engineering. As a
result of this organisational capture, the Commission, in its 1978 proposal, viewed the effects
of genetic engineering applications solely from a research perspective, as a problem of

workplace safety.'?

10 The Biomolecular Engineering Programme (BEP) was adopted by the Council on 7/12/1981 (15 million ECU, 1982-
1986)

' DG Research’s positions were drawn from informal notes of the relevant Commission’s discussions in the personal
archive of a former DGXII official.

112 The final proposal for a directive in 1978 emphasizes the more general ‘exemplary’ value of this initiative referring to
it, as a ‘choice material for establishing compatibilities between legislation and the development of modern technologies
and for preparing a first basis to the dispositions which will undoubtedly have to be taken in the future to protect men
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The drafting of a Directive —effectively on the basis of the British Genetic
Manipulation Advisory Group (GMAG) procedures- on ‘safety measutes against the
conjectural risks associated with tDNA’- became the main focus of the debates within the
Commission, mainly due to the insistence of DG Research on the need for the adoption of
legislative measures at a Community level that prevailed over the initial objections of the
French and German representatives, as well as over the pressures of the US National
Institutes of Health (NIH), the Committee on Genetic Engineering (COGENE) of the
International Council of Scientific Unions and the EMBO, all of which had provided

scientific justifications for deregulation.™

The formulation of a proposal for a Council
directive™ was perceived as a first step towards the establishment of the Commission’s
material competence upon genetic engineering matters and its eventual further expansion
through the enactment of the relevant secondary legislation. The main interest of these
transnational scientific organisations -such as the CREST and the ESF-, as the main
consultants of the DGXII, had been the establishment of harmonised safety rules and
guidelines as a means to render genetic engineering socially acceptable without however

compromising scientific and technological competitiveness."

The EC’s Economic and Social Committee (EESC) and the Environment Committee
of the European Parliament supported the Commission’s proposal which was finally
submitted on the 4th of August 1980 requiring notification and prior authorization at the
national level for all biotechnology research initiatives."”” Their support laid the groundwork
for a horizontal inter-institutional cooperation at the Community level at the expense of
national interests. In October 1981, the EESC published a report recommending that a

directive was the most appropriate legal instrument that could deal with tDNA activities."®

against its own achievements’, for more see European Commission (1978), Proposal for a Council Directive Establishing
Safety Measures against the Conjectural Risks Associated with Recombinant DNA Work, COM(78) 664 Final, 4
December 1978, Brussels: European Commission at 6.

'3 These two countries were in favor of the introduction of voluntary regulatory approaches, rather than the legally
binding ones supported by the ESF and the UK.

"4 For more, read S. Wright, Molecular Politics. Developing American and British Regulatory Policy for Genetic
Engineering, 1972-1982 (University of Chicago Press: Chicago and London, 1994) 252,299 and B. Dixon, ‘Lessons for
Whistle Blowers’ (6 April 1978) New Scientist 2-3

"5 European Commission (1978), Proposal for a Council Directive Establishing Safety Measures against the Conjectural
Risks Associated with Recombinant DNA Work, COM (78) 664 Final, 4 December 1978, Brussels: European
Commission

8 See the Proposal for a Council Directive establishing safety measures against the conjectural risks associated with
recombinant DNA work, European Commission (1978), COM (78) 664 Final, 4 December 1978, Brussels

"7 Report of the Economic and Social Committee on biotechnology OJ, No C 247, 11.10.1979

"8 In April 1979, the Council asked the Committee for an Opinion on the Proposal for a Council Directive establishing
Safety Measures against Conjectural Risks associated with Recombinant DNA Work. This Opinion —delivered in July
1979 (0.J No.C 247, 1 October 1979)- unanimously endorsed the issuing of a Directive. One of the participants stated
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After 1981, the Commission’s initiative to launch the issue of biotechnology as a new
item in the EC’s regulatory agenda that was prima facie based on concerns expressed by
various scientific bodies regarding the safety of rDNA researchers'"” and the requirement of
ptior notification to, and authorization by, national authorities, of all relevant research actions
or other work involving recombinant DNA™ was set aside. The Commission’s proposal for a
Directive on establishing safety standards when conducting rDNA research was soon
abandoned and a new proposal for a less legally binding Community instrument, such as a
Recommendation, was drafted and eventually adopted.” Severe scientific objections,™
political skepticism™ and the lack of flexibility of the then decision-making system to
overcome specific national objections, in view of the need for unanimity in the Council and
under an imminent veto threat,” forced DG Research to replace its proposal for a binding
legal instrument™ with a non-binding recommendation that allocated the registration of
tDNA work to national and local authorities.” More specifically, the British veto —or at least
its threat of use- proved to be the sole, but also insurmountable, barrier for the adoption of
the Commission’s proposal for a Directive, despite the support expressed by the majority of

the member states within the Council of Research Ministers."’

that ‘the issue is of such importance that it should not be left in the hands of the private industry. I would therefore like
to ask the European Commission to push ahead with the adoption of a directive so as to provide better safeguards for
society’. For more, see the Economic and Social Committee of the European Communities, ‘Genetic Engineering-Safety
Aspects of Recombinant DNA work’, Economic and Social Committee of the European Communities, Brussels October
1981

119 The EMBO and the ESF recommendations for the development of a harmonized European approach to the regulatory
control of IDNA research were the most representative calls for the necessity of rendering genetic engineering safe via
regulation.

120 The UK approach as expressed with the British Safety Code supported the Commission’s initiative from the
beginning probably as a means to impose it own approach. For more see the House of Lords LSCEC (1980) at 24-25
about a meeting between DG Research officials with the directors of the national advisory bodies among them with the
head of the British Genetic Manipulation Advisory Group (GMAG).

2I' Council Recommendation of 30 June 1982, ‘Concerning the Registration of Work Involving Recombinant
Deoxyribonucleic Acid (DNA) (82/472/EEC), OJ, No L 213, 21.7.1982

122 EMBO had stated that there was ‘no scientific reason for attempting to achieve international uniformity’ with regard
to the proposed safety rules, see note 114. For more, see K.Gibson, (1986) ‘European Aspects of the Recombinant DNA
Debate’ in R.A.Zilinkskas and B.K.Zimmerman (eds.), The Gene-Splicing Wars, Issues in Science and Technology
Series (American Association for the Advancement of Science, Macmillan Publishing Company, 1996) 63.

12 This skepticism concerned the adequacy of the EC in supervising and managing this harmonization process and might
be attributed to the lengthy and slow character of the consultation and negotiation process for the elaboration of the
Commission’s proposal that evidenced the Commission’s sluggish modus operandi.

124 Interview evidence with a UK’s representative to the relevant Council Working Group (7/9/2005)

135 According to the Minister of Education and Science, ‘in a field where changes happen very quickly {...} a Directive
is a very inflexible instrument’ in HCSCST, House of Commons Select Committee on Science and Technology (1979),
Recombinant DANN Research-Interim Report, Session 1978-79, 2™ Report, London: HMSO at 169. For more about the
reasons behind the rejection of the Commission’s initiative by the DES and the change in British biotechnology policy
towards deregulation see this report along with the HLSCEC, House of Lords Select Committee on the European
Communities (1980), Genetic Manipulation (DNA), Session 1979-80, 39* Report, London: HMSO.

126 82/472/EEC: Council Recommendation of 30 June 1982 concerning the registration of work involving recombinant
deoxyribonucleic acid (DNA) OJ L 213, 21/07/1982 P. 0015 - 0016

127 Interview evidence with members of the Danish and Dutch permanent delegations to the European Community.
(March-May 2006)
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Russell justifies the ‘downgrading’ of the legal force of the Community measure on
the Commission’s fears that a centralised hard-law instrument ‘could all too easily create
resentment amongst the researchers, now that perceptions of the risks appeared to be
ameliorating’.® Commissioner for Science, Research and Information Technology Narjes,
however, differs in his explanation about the withdrawal of the proposed Directive,
attributing it to what he foresaw to be ‘the subsequent stage in scientific and public
opinion.”® This view is further supported by Cantley that states,

‘as the debate progressed, scientific concetns were diminishing, experience was
accumulating, with no adverse results, and greater confidence developed in the
handling of the normally disabled strains of laboratory (and possible industrial)
interest. With a time lag, this diminution of concemn lowered the political
temperature. 130’

Although the rejection of the draft directive was seen as a failure of the Commission’s driving
organisational force for biotechnology issues (DG Research) to solidify its institutional
interests and gain competences in drafting and forwatding proposals on EU-wide
biotechnology rules, the adoption of the Recommendation, in June 1982, opened an
institutional window for the Commission to render genetic engineering an issue of
Community interest and to expand its competences in the area of tDNA research safety
regulation. The Recommendation focused on the development of oversight structures for
safety regulation and the introduction of biotechnology-specific regulation in the areas of
worker safety and environmental protection, calling for notification of tDNA research to
national authorities, instead of authorisation prior to all research and other work involving
tDNA.P! Its recognition of the setiousness of the conjectured hazards, the potential increase
of risks and their ‘transnational’ character led to the acknowledgment of the need for the
establishment of some minimum safety requirements of a regulatory character: ‘agreements
and...guarantees can best be generated through legal dispositions, taken in each country,

which are based upon a core of principles adopted in common’.*”?

128 A M. Russell, The Biotechnology Revolution: An International Perspective, (Wheatsheaf Books: Sussex, St.Martin’s
Press: New York, 1988) 157

129 K.-H.Narjes, ‘“The European Commission’s strategy for biotechnology’ in D.Davies, Industrial Biotechnology in
Europe-Issues for Public Policy (Frances Pinter: London and Dover, N.H. 1986) 128

- 13 M. Cantley, ‘Public perception, public policy, the public interest and public information’ in J. Durant (ed.)
Biotechnology in public-a review of recent research (Science Museum for the European Federation of Biotechnology:
London, 1992) 22

31 Council Recommendation of 30 June 1982 Concemning the Registration of Work involving Recombinant
Deoxyribonucleic Acid (DNA) (82/472/EEC), OJ, No L 213, 21.7.82

2 Council Recommendation of 30 June 1982 Concerning the Registration of Work involving Recombinant
Deoxyribonucleic Acid (DNA) (82/472/EEC), OJ, No L 213, 21.7.82
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At the same time, the adoption of the Recommendation rendered DG Research as the
lead agency (chef-de-file) for the formulation of genetic engineering policy until the mid-80s
and the establishment of the Biotechnology Regulation Interservice Committee (BRIC)
reflected its efforts to position itself as a central actor in the formulation of the legislative
provisions that would deal with questions of potential risk and offer its input to the
transnational debate over the preferred uses and risks of genetic engineering. During the
process of the elaboration of the 1982 Recommendation, the Council unanimously adopted
the first Community Biomolecular Engineering Programme (BEP), which sought to develop
enzyme chemistry and process plants so as to make industrial use of agricultural surpluses'™
whilst R&D efforts regarding recombinant DNA techniques were being undertaken in the
frame of the first FAST programme under the title ‘Bio-Society’ (1978-1983). The first FAST
reports on Community strategies for scientific research and development that were published
in December 1982 and March 1983, further perpetuated DG Research’s viewing of
biotechnology as a knowledge-based means of innovation identified with the future of

Europe, as well as its aspiration of creating a European bio-society."™

3.1.2. DG III: Internal Market and Industrial Affairs

Despite the de-facto appointment of DG Research as chef-de-file for the formulation
of policy recommendations and proposals on genetic engineering at a Community level and
its general prominence within the Commission on issues telated to science, technology and
the associated potential risks of their applications, the drafting process of two Commission
Communications in 1983 required the involvement of DG Industry and, in particular, of its
Food and Pharmaccuticals divisions.’® The drafting and adoption of these particular
Commission announcements of its legislative priorities signalled the institutional engagement
of DG Industty with the intra-Commission discussion framework in the field of
biotechnology regulation, whilst there were still explicit references to the need for supporting
R&D biotechnology projects and a de facto acknowledgment of the recommendations of the

DG Research’s Unit for Biotechnology, as expressed within the FAST framework.136

133 BEP: 15 MECU 1982-6, November 1981

1% Commission of the European Communities, Eurofutures: The Challenges of Innovation, The FAST Report, London:
Butterworths, 1984

135 European Commission (1983), Biotechnology: The Community’s Role, COM(83) 328 final, 8 June 1983, Brussels:
Commission of the European Communities

% Since the focus of the paper is on the Commission’s Directorates and the intra-Commission organizational
arrangements, it needs to be mentioned that the FAST group functioned as a scientific point of reference for the DGs for
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DG Industry’s involvement, in its dual nature as responsible for both industrial affairs
and internal market portfolios, was justified upon the fact that the Commission’s interest had
started to shift towards competitiveness as a central axis for the undertaking of the new EC
biotechnology initiative. This swift increased concerns about the realisation of the Internal
Market, which would include biotechnology products as pharmaceuticals, chemicals and
animal feedstuffs.3” The drafting of ‘a Community Strategy for European Biotechnology’ in
March 1983138 and the initiative of the Commissioner for Research under his dual role as the
ultimate policy-maker in the fields of EC Research and Industrial Affairs to involve DG
Industry in a direct manner signalled an abrupt change in the viewing of genetic engineering.
It moved from being an issue bf research interest in technology development to a key field of

industrial innovation and economic competitiveness.

The 83/328 Commission Communication’ emphasised the importance of
establishing a common regulatory environment in the field of modern biotechnology, whilst
recognising the need to establish legally binding safety rules for tDNA research, and taking
into account the lack of coherence in R&D policies and the absence of structures on a
Community scale. In it, the prospect for a ‘large internal market’ was emphasised. Specifically,
it was stated that

‘it is above all necessary to take steps to prevent the appearance of specific national
standards which would have the effect of confining the development of bioindustry
within a natrow framewotk, thereby ruling out the possibilities of planning and
expansion available only in a large single market”.140

The 83/328 Communication marked the recognition on behalf of the Commission of the
need to establish an encouraging industrial environment for the pharmaceutical and the agri-

food industries in view of the uneven national statutory control approaches towards

14

biotechnology and its preferred uses™, the mushrooming of biotechnology companies in the

Economic, Industrial, Social and Regional Affairs, Transport, Energy, Agriculture, Development and Information
Technology. For more see European Commission (1984), Eurofutures, publication No EUR 8936 of the Commission of
the European Communities, London: Butterworth & Co.

137 The swift towards competitiveness is evident in the official Reports of the Bio-society Unit.

138 European Commission (1983), A Community Strategy for Biotechnology in Europe by F.A.S.T., FAST Occasional
Papers No.62, 18 March 1983 Brussels; see on this D, Behrens, K. Buchholz, and H.J.Rehm, Biotechnology in Europe-A
Community Strategy for European Biotechnology, (European Federation of Biotechnology, Frankfurt A.M.:Deutsche
Gessellschaft fur chemisches Apparatewesen e.V., 1983)

139 COM(83)672, final, ‘Biotechnology in the Community’, Communication from the Commission to the Council,
Brussels, 3" October 1983

140 COM(83) 328, final, ‘Biotechnology: the Community’s role’ (Communication from the Commission to the Council),
Brussels, 8 June 1983

141 An extensive reference to the various activities and R&D policies relating to modern biotechnology in the Member
States of the Community can be found in the Background note attached to the COM(83) 328 (COM(83) 328 final/2,
European Commission, ‘Biotechnology: the Community’s role, ‘Background note-national initiatives for the support of

65



USA and the ‘Qack of coherence in R&D policies and the absence of structures at the

Community level’.

The Commission’s interest in developing ‘A European Approach to Regulations
Affecting Biotechnology’ became, in fact, one of the six action priorities of the 83/672
Communication, which was adopted 4 months later. 142 This Communication referred to the
findings of international reports, which had indicated that ‘almost 40% of the products
manufactured by the industrial countries are of biological origin’*? and identified the role of
the Community in the field of biotechnology as one that should be linked with the creation of
prospects for a large internal market in biotechnology products through the strengthening of
the EC’s agricultural and industrial competitiveness, the removal of trade barriers and the
enactment of EC-wide harmonised rules in the field of genetic engineering. These
biotechnology-related Communications identified three main objectives: the establishment of
a regulatory framework for the development of research and industrial activities on/with
applications of genetic engineering; the promotion of the free circulation of goods produced
by modern biotechnology; and the assessment of the adequacy of the current Community
regulations to meet the emerging regulatory needs in view of the divergent regulatory

approaches towards biotechnology in the member states.

Further, the 83/672 Communication made reference to the need to create a common
regulatory environment by putting forward ‘general ot specific proposals appropriate to create
a regulatory framework suitable for the development of the activities of the bio-industries and
for the free circulation of goods produced by biotechnology, (...) in order to avoid new
problems in the functioning of the Community’s internal market.” 14 The drafting of this
policy document reflected the biosafety-driven approach of OECD (Organization for
Economic Co-operation and Development) discussions on rDNA technologys and echoed
Commission concerns about the divergent national licensing standards that ranged from

Italy’s lack of any official regulation to Denmark’s near-complete prohibition 6 and the

biotechnology’/A comparative assessment of the United States, Japan, and the Member States of the European
Community)

142 European Commission, Communication from the Commission to the Council, Biotechnology in the Community,
COM(83)672 final/2, Brussels, 3™ October 1983

143 COM(83) 328, final, ‘Biotechnology: the Community’s role’ (Communication from the Commission to the Council),
Brussels, 8 June 1983 at 2

144 European Commission, Communication from the Commission to the Council, Biotechnology in the Community,
COM(83)672 final/2-ANNEX, Brussels, 3" October 1983 Section 4.2.4.5 pp.734

145 OECD (1986), Recombinant DANN Safety Considerations, Paris:0 ECD and note 108 at 505-679.

1% The Commission became aware that Denmark and Germany were considering the formulation of strict safety
measures on genetic engineering.
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eventual mushrooming of biosafety measures on the authorisation of GMO products in
Europe. This Commission initiative also reflected the interests of DG Industry and, more
specifically, of its political clientele, such as the pharmaceutical and agro-food industries, in
establishing a single set of authorisation standards that could eventually reduce the cost of
meeting diverse regulatory requirements for the performance of R&D activities across
Europe and would strengthen the competitiveness of the European bioindustrial sector and
the functioning of the EC Internal Market.'¥ In other words, the establishment of a
Community-wide market aurhorisation scheme was seen as a means that would resolve the
confusion created by the existing diverse national standards.*8 Regulatory uncertainty had
been particularly devastating for biotechnology companies because many were not firmly

established and had relatively small product portfolios.!

DG Industry attempted to retain its competences over the assessment and testing
procedures contained in the then product regulation, arguing in favour of their adequacy
when dealing with genetic engineering risks as seen not only in the frame of the 1983
Communications, but also when its officers sided against the enactment of biotechnology-
specific rules in the field of pharmaceuticals.’® Its approach was reflected in the 83/672
Commuﬁication, which argued in favour of the adequacy of the then sectoral Community
legislation in various sectors (pharmaceuticals, veterinary medicines, chemical substances,
food additives and bioprotein feedstuffs) to correspond to the safety challenges of genetic
engineeting and did not call for the establishment of a horizontal regulatory policy. The
resistance shown by DG Industry towards the formulation of a new authorisation regime for
modern biotechnology products —as reflected upon the wording of both the 1983
Communications- constituted, in fact, a clear effort to safeguard its exclusive competence
over issues related to the market authorisation of GMO-related pharmaceuticals and of other
biotechnology products. This was justified with refetence to the adequacy of the existing
testing requirements for drugs.’®® At the same time, the establishment of Community

regulatory standards on biosafety became a significant part of DG Industry’s regulatory

147 European Commission, Communication from the Commission to the Council, Biotechnology in the Community,
COM(83)672 final/2-ANNEX, Brussels, 3" October 1983 Section 4.2.3.2

18 Directives Could Cripple Biotech Sector, Critics Warn, 1992-the External Impact of European Unification, Apr.6,
1990, at 9.

1 Office of Technology Assessment, US Congress, Biotechnology in a Global Economy 29 (1991)

150 European Commission, Note a I'attention de Monsieur Garvey, Directeur, DG II/A-3 (Pharmaceuticals, Foods and
Chemicals), 14 September 1984, Brussels,

'For more see Directives 64/54/EEC, 70/357/EEC, 74/329/EEC and 83/463/EEC on food additives, Directive
70/524/EEC and its amendments on feed additives, Directives 65/65/EEC1 75/318/EEC2; 75/319/EEC3 on
pharmaceuticals among others.

67



agenda, as a legitimate conceptual basis upon which a gradual expansion of its competences in
areas of modern biotechnology related to the research and environmental applications of
biotechnology could be founded. Reflecting the two-fold character of its institutional
interests, DG Industry supported the shaping of biotechnology-specific regulation solely
when research or industrial activities involving genetic engineering were considered as

potential sources of risks for employees or the environment.

To sum up, DG Industry’s basic position aimed at establishing a network of
interrelated biotechnological regulations that would ensure oversight of the risks involved, the
creation of a competitive environment for European biotechnology and the building of public
confidence. As a result of the initiatives of DG Industry, the sector of biotechnology was
embraced not solely as a field of research and scientific inquiry, but also as an emerging
industrial sector that could boost the EC’s international economic competitiveness as part of
an effort made at a2 Community level to respond to international economic challenges,
enhance the EC’s socio-economic development and Europe’s industrial performance and to
face the problems caused by the economic stagnation of most European national
economies.!s2 It should be noted that DG Industry’s depiction of genetic engineering ‘as the
core technology of an upcoming industry, which was expected to boost European economies
and benefit the society,”s3 signified not only the translation of the recombinant DNA
question from a problem of workplace health and safety into a matter of economic
competitiveness, industrial performance and commercial objectives, but also its gradual
institutional empowerment within the Commission as a new organisational actor in the

formulation of biotechnology policy, as will be seen in the following section.

Following these Communications, DG Industry was assigned a central role in the
support and encouragement of biotechnology and its commercial usage. It should be
‘mentioned that DG Industry, both on an ad hoc basis and within the frame of the eventually
established coordination mechanism (BSC), pursued diverse interests, ranging from the
safeguarding of industrial interests and of the competitiveness of European bio-industries to
the promotion of the Internal Market objectives, based on the twofold character of its
organisational portfolio, of handling Internal Market and Industrial Affairs. As a result of its

wide array of interests, but also of its limited resources, after 1983, DG Industry’s

12 This swift of the Commission’s approach (from complementing national efforts in research and development to the
improvement of the competitiveness of the European industry and agriculture) is evident in the Bio-society Unit’s first
official document.

153 Interview evidence with an officer from DG Industry (3/6/2005)
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pharmaceuticals division took the lead in launching initiatives to raise the issue of safety
tegulation in the framing of the commetcial applications of modern biotechnology and
approaéhed European R&D initiatives as an instrument for the dcvclépment of a
comprehensive European industrial policy. This approach, which had become evident in the
Bio-society Unit’s 1982 report ‘Challenge to Europe’, a document defined exclusively in terms
of competitiveness, was strengthened through the establishment of the European Strategic
Programme for Research in Information Technology (ESPRIT). This programme was created
to help European firms update their indus.trial knowledge and techniques and close the
technology gap vis-a-vis US and Japan.'$ The then President of the European Commission
Gaston Egmond Thotn, stressed that an EC initiative on biotechnology would ‘follow the
same approach as for ESPRIT".155 ' |

Moreover, after the formulation and the Council’s eventual approval of the COM(85)
310,156 which formalised and upgraded the market element in the intra-EC debate about the
need and the type of a regulatory framework upon biotechnology issues-, 17 DG Industry
decided to focus on the gradual shaping of a cross-sectoral Internal Market. Along these lines,
its operational capabilities and legislative interest in the formulation of a safety rationale for
rules for the planned release of GMOs were weakened. At the same time, the eventual focus
of DG Industry on the regulatory harmonization of all GMO-related activities and on the
need for biotechnology-specific legislation, rather than on the promotion of R&D and the
safeguarding of the regulatory value of the existing product-sector legislation, marginalised
DG Research’s initiatives in the field of biotechnology research programmes —its position was
in fact weakened due to the departure of Commissioner Etienne Davignon in 1985- and
paved the way for the establishment and provision of a new cross-sectoral political rationale
for the elaboration of a biotechnology-specific EU regulatory framework that would be free

of competitiveness concerns and one-off scientific evaluations.

In view of the competence battles among the main actors involved in this particular
negotiation context and their ever-changing regulatory focus, the following section discusses
Commission’s efforts to bring together all actors involved in the shaping of a European

biotechnology policy and achieve a convergence of their approaches. It also examines the

154 See: J. Peterson and M. Sharp (1998) Technology Policy in the EU, London: Macmillan at 5-6

'3 Quoted in Cantley, see note 108 at 529

1% European Commission (1985), Completing the Internal Market, COM(85) 310, 14 June 1985, Brussels

157 European Commission, (1985), Completing the Internal Market, COM(85)310, 14 June 1985, Brussels: European
Commission

69



operation of this intet-service cootrdination mechanism against these contending

organisational rationalities.

3.2. The (failed) coordination of the EC’s regulatory initiatives (Part I, BSC-
CUBE)

The widening of the Commission’s focus on genetic engineeting —evidenced in its
explicit reference to the promotion of industrial and agricultural competitiveness and to the
creation of a supportive context for biotechnology research at Community level made in the
Communication 83/672 and in effect to the need for the establishment of a favourable
regulatory context for European bio-industries- did not only create space for the involvement
and, in effect, for the upgrading of the role of DG Industry. The Commission’s interest in the
research aspect of genetic engineering was retained, as can be noted in the reference to the
need to strengthen the Community’s R&D capabilities's# thus the dominant position of DG
Research, in terms of its expertise and entrepreneur status in the Commission’s policy-making
framework on genetic engineering, was reinforced. As was documented:

‘There was a certain amount of inter-service tension around Feb.-March 83, but in
effect it was DGXII which finally drafted the COM 83-28, the first Commission
communication (on biotechnology)’.15?

Apart from the gradual involvérnent of DG III in the frame of the Commission’s negotiation
domain on genetic engineering that DG Research had shaped, the 1983 Communications
marked the involvement also of DGVI (Agriculture) in the field of genetic engineering. Its
participation to the elaboration of these Commission documents was seen as necessary in
view of the gradual increase of biotechnology applications in the agricultural sector. This
particular DG viewed modern biotechnology as a potential solution for the low productivity
and crop effectiveness problems noticed in Europe at that time. Its influential involvement
into the process for the formulation of the Communication 83/672 was evidenced in the
reference of the latter to the need ‘to obtain the highest sustainable ‘added value’ from
Europe’s natural resource system,’ through the relationship between the biotechnology,

agricultural and food industries. It was also reflected in the inclusion of two separate sections

158 See: European Commission, Communication from the Commission to the Council, Biotechnology in the Community,
COM(83)672 final/2-ANNEX, Brussels, 3" October 1983, Sections 2.3 and 4.1
19 Interview evidence with an officer from DGXII (3/6/2005)
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entitled ‘Agro-food and the chemical industry’ and ‘Provision of raw materials of agricultural

2160

origin for industry.

As further DGs were ascertaining their affiliation with this growing field of public
policy and claiming competence upon the regulatory control of its various applications, ! the
Commission, in its Communication of October 1983, acknowledged that the crosscutting and
multi-sectoral character of genetic engineering would not be effectively dealt with within the
Commission’s vertical administrative and organisational structure. The Communication
recognised the multi-faceted character of biotechnology and the need for a coordinated and
integrated approach via a provisional institutional restructuring of the Commission or, more
specifically, by ‘linking horizontally across services within the Commission in terms of
‘establishing, in cooperation with MS, an ad-hoc system of collaboration between groups and
individuals with interest and capability in the life sciences and biotechnology.”s2 As the
Communication noted, % create a context favourable and enconraging for the development of biotechnology
in Europe demands some coberence...across the services of the Community institutions’. The same
Commission document made reference to a journal article that had highlighted the following:
One of the central challenges of biotechnology is organizational: it is a boundary-crossing, multidisciplinary,
statistician’s nightmare. .. It challenges the organigation of our universities, our government departments, our

economic statistics and our minds’ 163

In view of the proliferation of national biosafety rules of diverse binding power and
regulatory targeting, the up-coming non-research challenges of modern biotechnology and the
dissatisfaction of several DGs with the framing of the biotechnology issue in research and
scientific terms, which had in effect marginalised their role in the respective intra-Commission
discussions, the need for both a new organisational coordination paradigm and for an
integrated approach towards the control and management of the challenges of modem
biotechnology at the Community level, became imminent. Thus, an inter-service scheme

appeated as an organisational necessity and as the most appropriate way for these actors to

1% Evropean Commission, Communication from the Commission to the Council, Biotechnology in the Community,
COM(83)672 final/2, Brussels, 3™ October 1983

161 Sixteen Commission DGs expressed their concems and interests in the field of genetic engineering and indicated a
relationship between their areas of competence with the various applications of biotechnology. More on this, see Annex I
of European Commission ‘Biotechnology at Community level: Concertation’ DGXII-Joint Research Center- CUBE,
Brussels, 7 October 1985, X11/85, MFC/cp/6

162 European Commission, Communication from the Commission to the Council, Biotechnology in the Community,
COM(83)672 final/2, Brussels, 3" October 1983 at 57

 European Commission, Communication from the Commission to the Council, Biotechnology in the Community,
COM(83)672 final/2, Brussels, 3™ October 1983 at 52
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putsue their institutional interests in a structured way.'® The reference to concert as a
procedural requirement for Community action in the field of modern biotechnology implicitly
acknowledged the inadequacy of the vertical division of the Commission’s administrative
structures to cotrespond to the multi-sectoral challenges of genetic engineering and to the
organisational need for the coordination of the policies and activities of those Commission

administrative units that had expressed an interest in genetic engineering.

As a response to these organisational problems, the Commission established the
Biotechnology Steering Committee (BSC) along with a secretariat, the Concertation Unit
Biotechnology Europe (CUBE). The foundation of this coordination structure that was to
pull together the actions of different Commission services was the outcome of an inter-
service meeting in December 1983 that involved officials from DGXII, DGVI and DGIII.
This Commission initiative constituted the first substantive effort to establish a network
structure around and inside the Commission that would help bridge the various conceptual
divergences towards the preferred use of genetic engineering and the safe control of its
applications. The formation of the BSC aimed at coordinating the consultation process
among the different Commission services and at providing a forum for discussions among
the administrative units of DGXII (Science, Research and Development) and DGIII (the
Unit in chatge of Industrial Affairs) for the elaboration of GMO-specific rules. DG Research
was appointed as its chair'6s and officials from DGs III (especially the section of DG III
tesponsible for Internal Matket affairs), DGVI (Agticulture), DGV (Employment, Industrial
Relations and Social Affairs) (involved due to its interest on worker safety regulationj, and
DGXIII (Telecommunications, Information Industry and Innovation/Information Market

and Exploitation of Research) represented their services on a permanent basis.

According to the 83/672 Communication, the proposed coordination scheme
(BSC/CUBE) was to provide ‘the staff and skills to monitor and anticipate developments
{...} and concert necessary policy discussions and initiatives across the setvices, with
Member States, and with other groups also with respect to regulatory issues’.'%6 The main

mandate of the BSC was the establishment of an integrated response to the wide-ranging but

1% In fact the October 1983 Communication ‘borrowed’ the ‘contextual’ model of the FAST programme (CEC, FAST
Programme: Results and Recommendations, Vols.I&II, December 1982) and connected the need for horizontal
coordination of Commission services with the need for the creation of a common regulatory environment (and hence
more truly a common market) within the Community.

' Dr Paolo Fasella, Director General for Science, Research and Development was appointed as chair of the
Biotechnology Steering Committee.

1% COM(83)672, final, ‘Biotechnology in the Commumty Communication from the Commission to the Council,
Brussels, 3" October 1983 at 524
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interconnected challenges of biotechnology and its efforts focused also on upgrading and
coordinating the appearance of the industrial sector in the frame of Community-level
consultation proceedings.!s Its secretariat (CUBE) was established so as to serve as a point of
collection for all relevant scientific information, as a coordinator and monitoring mechanism
of all research efforts with regard to genetic engineering or, in other words, as an
organisational unit that should ensure a technological monitor for the sector of modern

biotechnology.1é

Although the BSC established a concertation network composed of representatives of
Member States and societal actors, it did not succeed in formulating a working coordination
relationship among the various competent Commission services on genetic engineeting
issues.! This became evident in the poor attendance of its proceedings and its inability to
establish a policy framework or to generate a specific course of action within the
Commission. There were several reasons that led to this coordination failure. First of all, this
mechanism proved not to possess the necessary power for the resolution of the organisational
inter-DG tensions and as such proved inefficient in coordinating the drafting process and the
corresponding regulatory efforts. Secondly, the radical developments in the field of
biotechnology (the most important of which was the development of genetically modified
micro-organisms and plants for commercial purposes) gradually rendered its institutional
presence inadequate due to its narrow competences, thus undermining its ability to implement

regulatory initiatives.

Thirdly, DGXII’s chairmanship proved inadequate for resolving inter-DG’s disputes
and competence battles among the main Commission services over issues that were beyond
its bounded competence, such as the gradual importance of the need for harmonised
Community-wide legislation when producing and authorising pharmaceutical and food
products, the emergence of biotechnological agricultural innovations, the development of
large-scale industrial prodﬁ.ction field releases of genetically modified micro-organisms and

plants. Its noticeable institutional interests regarding the uses of genetic engineering affected

167 The CUBE is usually referred as ‘the administrative partner of the genetic engineering industry in the European
Commission’ rather than an independent forum of inter-service coordination. See B.Haerlin ‘Genetic Engineering in
Europe’ in P.Wheale and R.McNally, The Bio-Revolution-Cornucopia or Pandora’s box (Pluto Press: London, 1990)
259

168 As Cantley notes, ‘Our concertation unit (CUBE) works in two dimensions: one being coordination with Member
States, the other coordination between services within the Commission’ in M. Cantley, ‘Biotechnology in Europe: The
Role of the Commission of the European Communities’ in E. Yoxen, and V. Di Martino, Biotechnology in Future
Society-Scenarios and Options for Europe, European Foundation for the Improvement of Living and Working
Conditions (Aldershot: Dartmouth, 1989) 10
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its operation as the chair of the BSC and as an impartial coordinator of the CUBE. As a
result, its procedural credibility and organisational trustworthiness to prevent ‘turf battles’
between different Commission DGs was gradually weakened. Making use of its institutional
positioning to expand its own competencies in the field of genetic engineering, DGXII
undermined the objective and unbiased character of its role as an organisational vehicle for

coordination and diluted the purpose of the concertation scheme. ,

More concretely, BSC’s predominantly scientific reading of the genetic engineering
issue surfaced, as its chaitmanship was conferred to DG Research and Science and the agenda
was structured in research terms. The staffing of the central secretariat of this coordination
mechanism (CUBE) with experts and officers belonging to only one of the main DGs
competing for the formulation of the Commission’s biotechnology objectives (DG Research)
further qualified it as an actor that was meant to represent solely scientific interests and
promote the establishment of a European biotechnology research infrastructure that would
enhance the Commission’s research capacity in the field of biotechnology. Consequently, the
various initiatives and reports of this coordination mechanism resulted in the backing of the
existing product-based, legislative framework. Thus, there was no need to consider the
development of Community-level biotechnology regulation in the Commission’s regulatory

agenda.

As a result of the organisational capture of this intra-Commission coordination
initiative by DG Research, the lack of a specific policy mandate!®® and the non-binding
character of its decisions upon the competent DGs,!™ its ability to act as a neutral arbiter for
the resolution of the competence battles mostly between DG Research and DG Industry as
well as to achieve a harmonised and unified approach on the elaboration and further
specification of the stated Commission action priorities remained minimal.’”t As one
participant to the CUBE formation noted, The Biotechnology Steering Committee did not have the
authority to resolve inter-DG conflicts.”?2 It should be mentioned that this institutional initiative

was also significantly weakened because of the absence of the industrial sector from its

1% In the frame of the relevant Commission documentation on the establishment of this Committee, a reference is made
only to the need for coordination without any further qualification or specification of its contents or of its orientation and
aims. See Proposal on the Commission’s internal coordination of policy for biotechnology, DGVI, DGXII and DGIII,
December 1983 and the responses of the Commission (file archive of DGXII, Brussels)

!7 Cantley refers to it as a debating club, ‘a forum for discussing biotechnology matters of common interests’ that * was
not a decision-making body’. See note 108 at 534

17! A5 defined in the 1983 Communications and in the relevant Commission policy papers

172 Interview evidence with a member of the CUBE formation (18/7/2005)
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proceedings and the non-binding character of its outcomes, especially upon the Commission

Directorates which led to an organisational vacuum.

The role of the BSC/CUBE was eventually diminished!” and its operation ultimately
became a source of inter-service fragmentation. As Simpson has stated, ‘CUBE probably
generated more inter-service disputes that any other similar sized structure in the
Commission!*  As the Internal Market project shifted the Commission’s —including DG
Industry’s- priorities away from pure industrial policy issues towards the formulation of
regulatory proposals and structures that would also correspond to commercialisation
pressures, the progressive development of harmonised Community-wide legislation in various
industrial sectors, the special weight of this inter-service organisational scheme, became
almost of symbolic character. This was exacerbated by DG Research’s lack of significant
regulatory expetience -as the chair of this coordination mechanism- as well as of any powers
upon the emerging areas of application of genetic engineering. It needs to be mentioned that
the gradual emergence of DGXI, as a new actor in the intra-Commission’s deliberations on
biotechnology policies, also pushed towards the demise of the BSC, as it expressed its
preference for the establishment of a new inter-service scheme that would be more effective

and framed not only in scientific and industrial terms.

The eventual creation of a new coordination mechanism (BRIC) did not prevent BSC
from attempting —unsuccessfully- to reset the agenda for a regulatory initiative recognising the
threats arising from the emergence of divergent national regulations in two different
instances. The first was in 1985 when it proposed a ‘science board’ to deal with regulatory
harmonization and the second in 1988 outlining a new biotechnology initiative.!”s Although,
in theory, the BSC remained in charge of the proceedings of its organisational successor
(BRIC), its consistent and one-dimensional focus on promoting research and scientific
interests, including its efforts to prevent the ‘stigmatisation’ of tDNA techniques that, as
perceived, would occur through the adoption of GMO-specific rules, alienated it from the
other DGs and prevented it from articulating a collective regulatory discourse. Within
months, BRIC would outpace and eclipse its parent, the BSC, as the institutional core of the

biotechnology policy process. The demise of the BSC after its final meeting °...appeared to

17 As also can be seen by the number of its annual meetings (1984, 1985: 3 times, 1986:2 times, 1987, 1988:1 time

174 K. Simpson, ‘No Biotechnology Policy in the European Commission?’ (1992) 9, 10 BFE 569 and K. Simpson, ‘Can
the EC come to terms with its new statute’ (1991) 8, 4 BFE 163

175 An extensive account of its initiatives can be found in Cantley, note 108
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carry with it as it sank the prospects of renewing and strengthening the coordinated view of

biotechnology, which had been initiated in 1983’.176

The decaying presence of the CUBE, -that served as a Secretariat of the BRIC- which
in cooperation with the DG Research remained as the main institutional form of
representation of the views and interests of the European researchers on molecular biology
and biotechnology, and in general of the BSC, transferred the locus of rule formulation and
coordination both outside of and within the Commission from the BSC to the BRIC. The
appointment of a new Commissioner for Research and Technological Development (Vice-
President Pandolfi), who had a non-biotechnology-orientated portfolio and the setting up of
an operational unit responsible for implementing the research programmes in the field of
biotechnology within DGXII corroborated the failure of BSC. As a result of its organisational
marginalization within the Commission, its eventual dissolution occurred at the beginning of

1993 after the structural reorganisation of DGXII in July 1992, despite some objections.!”?

The failure of the BSC (CUBE) to achieve inter-service coordination within the
Commission and to operate as a forum of convergence of the various approaches towards
genetic engineering, the increase of the Commission DGs expressing an interest in
participating to the formulation of EC policies and rules on genetic engineering issues, the
gradual transfer of genetic engineering applications into the natural environment and the
equivalent large scale industrialisation of the latter and the enlarged need for a new legislative
approach towards the safety control of modern biotechnology and its potential risks, created a
conflicting political environment within the Commission. As a result, the political need for a
new organisational arrangement for the resolution of the correspondent novel institutional
tensions emerged. Moreovert, the inter-institutional debates on the need for the enactment of
new regulations organised within various Member States,”™ the US" and in the OECD
Group of National Experts on Safety in Biotechnology accelerated the decision for the
assumption of a new coordination initiative and prepared the ground for a new organisational

restructuring of the Commission.

16 See note 108 at 633

1”7 For more about the reasons behind the decision of the EC Commission to close down its Concertation Unit for
Biotechnology in Europe, see ‘EC defends CUBE closure’ Biotechnology Business News, 26 February 1993/3, Simpson,
K., No Biotechnology Policy in the European Commission, BFE Vol. 9, No.10 October 1992 at 596 and ‘DGXII
reorganized: adieu to CUBE’ European Biotechnology Newsletter, Number 140-26™ August 1992 at 2

1”8 Mainly in Germany, the UK and in Denmark

17 The influence exerted by the US administrative model can be seen in the similarities of the mandate granted to the
BRIC with the one provided to the US Coordinated Framework.
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3.3. Concluding Remarks

The chapter unpacked the Commission’s ‘black box’ and broke down its image as a
monolithic unit by examining its fragmented institutional context in relation to the efforts for
shaping a coherent legislative strategy in a multi-disciplinary policy field. It is clear from this
analysis that the Commission DGs as competent actors in the biotechnology debate
attempted to promote their institutional agenda and pursue their own policy objectives with
regard to the use and application of genetic engineering in a rather uncoordinated manner.
Biotechnology seemed to offer a unique opportunity for many DGs to expand their powers,
and thus their sectoral interests, and the produced scientific reports were merely used as
justifications for gaining ground in the biotechnology arena within the Commission, rather
than for informing the coordination efforts for responding to the variety of challenges posed

by genetic engineering.

The path towards the establishment of a framework for genetic engineering at the EU
level was neither linear nor without contradictions. There was an absence of a process of
delineation of competences in the field of genetic engineering within the Commission and a
lack of a coherent regulatory strategy on biotechnology with clearly set objectives. These
shortcomings soon became evident in the various Community initiatives for the formulation
of measures for the regulatory oversight of the potential effects of genetic engineering and
allowed specific organisational actors within the Commission to capture the process of
framing the nature and of shaping the precise object of regulatory control, so as to attain their
own institutional ends. Apart from the Commission’s structural shortcomings of an
institutional character, the multi-sectoral character of biotechnology, which offered ample
space for new organisational inscriptions, further augmented the continuous modification of
the Commission’s regulatory objectives and the lack of consistent positions, even on whether

there was a need for regulatory control over some aspects and risks of modern biotechnology.

The ad hoc regulatory initiatives of DGs Research and Industry indicated an
organisational adjustment of the process for the crafting of the genetic engineering question
towards their own institutional objectives. This eventually led to the destabilisation of any
coordination effort, the transformation of the created inter-service structure into a battlefield
for regulatory task expansion and, in effect, to the reduction of the issue of the legislative

oversight of genetic engineeting into a question of the management of laboratory work
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control or of market integration at the Community level. The following chaptet will show that
apart from the fluctuating regulatory focus of the EC’s competent authorities and the lack of
a coherent biotechnology agenda, the institutional interests of specific Commission DGs
affected the wording and the structure of the drafted and eventually adopted Deliberate

Release Directive.
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Chapter 4: Developing a regulatory framework on GMO releases

The drafting process for the formulation of the Deliberate Release Directive lasted
between 1986 and 1990 and engaged several institutional actors at the EU level, especially
within the Commission. This chapter focuses on the process for the drafting of the 1988
Commission proposal,’ as the latter became, without major amendments, the final text of
the 1990/220 Deliberate Release Directive.'” The chapter discusses the positions and
institutional interests of those Commission DGs that became involved in the shaping of a
safety regime on the planned releases of GMOs —in principle DG Envitonment and DG
Industry- against the formulation of the specific features of the proposed Deliberate Release
Directive. Within this frame, the chapter examines the gradual promotion of DGXI from an
institutionally weak actor within the Commission to its appointment as chef de file for the
deliberate release directive, taking into account its peripheral role within the Commission and
the significant institutional interests of DGs Industry and Research in the field of genetic
engineering. Closely relevant to its empowerment, the role of DG Industry is also assessed,
especially with regard to its strategic alliance with DG Environment, as this paved the way for
the drafting of biotechnology-specific and harmonised rules on genetic engineeting, while also
serving to set constraints on the actions of DG Environment in its role as the cartier of an

ecological approach.

The chapter examines the effects of their respective substantive and institutional
objectives upon the process of the formulation of regulatory proposals on agricultural
biotechnology. Through this analysis, evidence is found that the draft Directive reflected DG
Environment’s dual role, as a coordinator of the negotiation process, which sought to achieve
an inter-institutional and inter-service consensus, and as a chef de file that allowed it to
become in control of the drafting process and to infuse its ‘ecological’ approach. Its two-fold
approach became particularly evident in terms of the proposal’s ambiguous wording, case-by-
case, ex-ante licensing approach-and the choice of a science-based proceduralised risk analysis
framework. Whereas DGXI’s ‘ecological’ rationale was evidenced in the proposed case-by-
case cx-ante approach, the textual vagueness surrounding the central terms of the prior

authorisation scheme, as well as its substantive goals and its emphasis on the mediating role

18 Commission Proposal for a Council Directive on the deliberate release to the environment of genetically modified
organisms, COM (88) 160 final-SYN 131, Brussels, 4 May 1988

81" 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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of science, seemed to indicate an intra-Commission compromise in view of the pluralistic and

inter-dependent features of the relevant coordination requirements.

The first section of this chapter discusses the gradual emergence of DGXI as the
main drafter of the deliberate release framework that signified the Commission’s regulatory
focus on the safety aspect of genetic engineering releases. The second section examines the
contentious character of the intra-Commission negotiation procedure and the failure of the
various institutional arrangements, such as the appointment of DGXI as chef de file and the
establishment of an inter-service coordination structure (BRIC), to create a common ground
for interaction, rather than asymmetries in the value given to the different viewpoints. The
third section of the chapter highlights the main features of the authorisation framework of the
1900/220 DRD and focuses on the textual ambiguity of the Directive, its case-to-case
approach and its proceduralised science-driven risk assessment structure. This is seen as the
product of DGXI’s efforts to moderate the various intra-Commission institutional
antagonisms over the framing of this particular control framework, but was also to set the

grounds for an environmental ‘reading’ of open-field genetic engineering releases.

4.1.  The ‘safety’ approach to regulating genetic engineering

This section focuses on the gradual empowerment of DGXI in the frame of the intra-
Commission discussions on the need for a regulatory framework that would control the
effects of modern biotechnology in its open-field applications. The Europeanisation of the
various spheres of environmental protection, in combinaton with the gradual
commercialisation of agricultural biotechnology and the increase in the open-field releases of
GMO:s into the natural environment, provided DG Environment with the opportunity to
capture genetic engineering applications in environmental terms, by viewing plant
biotechnology as a potential threat to environmental safety. Despite the apparent association
between the environmental safety dimension of plant biotechnology and the constituent
powers of DGXI on all issues pertinent to the protection of the natural environment, its
appointment as chef de file in the regulatory initiatives on GMOs was seen by DG’s Industry
and Research as an ‘organisational paradox’'82, as they had been involved in the Commission’s

initiatives long before the emergence of DGXI as a relevant actor in the biotechnology arena.

18 Interview evidence with officials of DG Il and DGXII (March-May 2005)
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411, The rise of DGXI in the formulation of the Commission’s regulatory initiatives on
GMOs

The Commission’s Directorate General for the Environment, Nuclear Safety and
Civil Protection (DGXI) had been set up in 1971 as a minor service department and had not
achieved directorate general status until 1981." In that year, a reotganisation of the
Commission resulted in environmental responsibilities being transferred from DGIII
(Industry) to a reformulated DGXI, which became responsible for all issues related to
environmental protection, nuclear safety and civil protection. Up to the mid-1980s, the
position of DGXI within the Commission was rather weak in structural terms' and it was

185

regarded as a minor league player.”> As Haigh and Lanigan note, until 1986 and the
strengthening of the legal basis for Community action on the environment, DGXI was
considered ‘as weak, unimportant, peripheral {...} and under resourced’.'® Its weak intra-
Commission position, in terms of its limited material and human resources and the limited
number of issue-areas falling under its competence -in comparison to other Commission
DGs- could not be attributed solely to its late arrival in the Commission’s scene, but also to
the complementary character of its portfolio as compared with the main Commission

priorities at that time."”

Until the institutional changes that the adopton of the Single
European Act (SEA) carried with it, such as the introduction of an Environmental Chapter in
the Treaty (Title VII), the establishment of a separate legal basis for environmental measures
(namely, Article 130r, s and t), the empowerment of the —traditionally responsive to
environmental concerns- European Parliament in the frame of the EC decision-making

188
structures, = °

environmental policy {in the EC} was considered an illegitimate child”." It was
the Single European Act that formalised and made explicit the Community involvement in
the environmental field and made the protection of the environment of equal or even

superior status to all other Community objectives.

18 J.D. Liefferink, P. Lowe and A.P.J. Mol, ‘The environment and the European Community: the analysis of political
integration’ in J.D. Liefferink, P. Lowe and A.P.J. Mol, European Integration & Environmental Policy, (London ; New
York ; Belhaven Press, 1993) 4

18 <As Peterson and Bomberg note, ‘DGXI is clearly a junior player in many of {...} turf wars.” In J.Peterson and
E.Bomberg, Decision making in the European Union (St. Martin's: New York, 1999) 192

18 M. Cini, ‘Administrative Culture in the Commission® in N. Nugent, At the heart of the Union-Studies of the European
Commission (Macmillan: London, 2000) 83

1% N. Haigh and C. Lanigan, ‘Impact of the European Union on UK Environmental Policy Making’ in T. S. Gray (Ed.),
UK environmental policy in the 1990s (Macmillan: Basingstoke, UK, 1995) 22

'87 Cini further notes that ‘its inability to win arguments or to have its priorities translated into EU priorities provides
ample evidence of its marginal character,’ see note 185 at 83

188 See: http://curopa.cu/scadplus/treaties/singleact_en.htm

' L. Kramer, E.C. Environmental Law, (Sweet and Maxwell: London, 2000) 27
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First of all, the array of Communications, issued at the beginning of the 1980s, such as
the Communications 83/672 and 83/328, the establishment of discussion forums and
coordination structures on biotechnology issues at the European level such as the BSC, the
CUBE, the Task Force for Biotechnology Information and the European Biotechnology
Coordination Group (ECGB) and the initiation of EC-wide R&D programmes on
agricultural biotechnology, such as the European Collaborative Linkage of Agriculture and
Industry through Research (ECLAIR) and the Food-Linked Agro-industrial Research
(FLAIR) programmes, contributed to the shaping of a European biotechnology narrative and
to the establishment of the Commission, as a whole, as a major coordinating force in the
formulation of genetic engineering policies in Europe and in the elaboration of biotechnology
norms. Further, the various Commission research and policy initiatives on the development
of biotechnology conferred on this particular technological application an EC-wide dimension
as an object of policy analysis and research and industrial interest. The transfer of interest on
the field of modern biotechnology from the national to the supranational (European) level, in
fact, paved the way for DGXI, as the 