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Civil Society Involvement in the EU
Regulations on GMOs: From the Design
of a Participatory Garden to Growing
Trees of European Public Debate

PATRYCJA DĄBROWSKA

Centre for Europe, University of Warsaw, Warsaw, Poland

ABSTRACT This paper examines the public involvement in a particularly sensitive and highly
contentious field of EU policy making: the genetically modified organisms (GMOs) sector. It
argues for the establishment of a larger public debate in the EU policy field and interactive
discourses that involve public voices, rather than just technocrats or scientists, in the GMO
sector. In terms of deliberative democracy, an assessment of the EU’s GMO regime is mixed: on
the one hand, new practices have been introduced, which indicate a shift towards more
participatory policy making; on the other, enhanced societal participation does not necessarily
support the emergence of a larger engaged public and deliberation in the general public sphere.
Thus, after the design of the ‘participatory garden’, the wider European public debate on GMOs
has not ‘grown’ due to a lack of horizontal co-ordination among EU initiatives; the preference
for institutionalized forms of cooperation with civil society; and the lack of evaluation methods
for public involvement in GMO approvals.
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Introduction

The lack of channels for public participation and stakeholder involvement in the EU policy

on genetically modified organisms (GMOs) was one of the most prominent contentions of

the old regulatory system (Gottweis, 1999; Hervey, 2001; cf. Tsioumani, 2004). These

allegations triggered the establishment of new channels for the involvement of civil

society in the EU policy on GMOs and resulted in granting for the first time, the rights

to the public to participate in approval procedures of individual products (Commission

of the European Communities Communication, 2002b; Bar & Jendrośka, 2004; see also

Christoforou, 2004; Pollack & Shaffer, 2005).
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This paper explores new means for participation in the EU policy on GMOs and

attempts to evaluate their potential democratic value in view of the deliberative democracy

concept. Ratione materiae of the piece concerns the participatory strategies of two insti-

tutions: (i) the European Commission (the Commission), and (ii) the European Food

Safety Authority (EFSA). Ratione temporis regards the novel initiatives introduced in

the years when the new regulatory regime was shaped (2001–2003) and their follow-up.1

Accordingly, the subsequent sections present, first, the reasons for participation and the

conceptual framework; and second, the institutional shaping of EU–society relations at

the general policy level and in approval procedures for individual GMOs. In both contexts,

empirical findings2 provide the basis for the evaluation of its democratic potential,

measured in terms of deliberative democracy. Finally, an appraisal of the newly estab-

lished means of participation is given.

Reasons for Participation

The means to strengthen EU–society relations were launched in the new GMO regime fol-

lowing two principal strains of argument for participation (Ferretti, 2006a). First, episte-

mic arguments assert that participation of the public in decision-making processes

traditionally reserved to closed circles of experts increases the amount of information

and value available to policy makers. This improves the correctness and quality of

policy outcomes, which are checked against the views of those who have knowledge of

regional conditions and problems of local environment (Petts, 2004; see also de Marchi,

2003; Levidow & Marris, 2001). Second, ‘democratizing’ arguments referring to

various theories (Abels, 2002; Ferretti, 2006b; Scott & Holder, 2006) allege that broaden-

ing participation offers the potential of improving democratic legitimacy of the GMO

policy as: (i) it is an expression of self-government creating more confidence in decisions

and policies delivered by public institutions, and (ii) it can lead to the emergence of a com-

municative link between the EU institutions and the public in this controversial sector.

The argumentation and developments in the GMO regulatory framework reflected the

wide-ranging EU strategy adopted at the beginning of the millennium, which aimed at

enhancing public participation and active civil society involvement in the Community pol-

icies (Armstrong, 2002; Commission, 2000, 2001a, 2002a; see also Kohler-Koch & Finke,

2007, about three generations of EU–society relations). Following the declarations at the

political level, EU institutions, and the Commission in particular, have commenced

searching for sources of increased legitimacy. In that context, direct cooperation with

civil society seems to have offered the link to the broader public and functioned as a

‘testing polygon’ for EU institutions to assess from participatory processes, or how the

public reacts to EU initiatives (Heinelt et al., 2002; cf. also the general governance litera-

ture, Kohler-Koch, 2003; de Burca & Scott, 2006). At the normative level, an increased

acknowledgement of the role of civil society in decision-making processes has either

been expressed by provisions that guarantee access to information and the right to

make comments, or further institutionalized in innovative structures (e.g., round tables,

public hearings), and also the Open Method of Coordination or partnership (cf. Borrás

& Jacobsson, 2004; De Schutter, 2002; Hodson & Maher, 2001; Stern & Seligmann,

2004).

Thus, the GMO policy is not an exception to general EU policy principles to involve

civil society (Commission 2002a,b). The examination of the GMO regime should be
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seen as a concrete case study of the general policy framework of the EU and its relations

with civil society.

The Conceptual Framework

The claims for participation in the EU multi-level policy of GMOs together with the

recently proposed model of risk assessment suggest that public inclusion in this sector

can be best conceptualized by reference to deliberative democracy and discourse. Delib-

erative discourse refers to mutual understanding, interactive modification of positions, and

discursive creation of opinion formation (Heyvaert, 1999; Waele, 2001; Winickoff et al.,

2005; see also Eriksen et al., 2003). Therefore, in order to investigate democratic potential,

the criteria applied here for the assessment of the democratic value of the newly estab-

lished participatory channels in the GMO regime stem from the Habermasian model of

deliberative democracy, which presupposes the existence and functioning of a general

public sphere linked to political decision-making (Elster, 1998; Eriksen & Fossum,

2000; Habermas, 1996; Kohler-Koch & Finke, in this issue). Following the theoretical for-

mulations provided by Kohler-Koch and Finke (in this issue), the concept which, in their

view, belongs to the functional conception of participation demands for the achievement

of democratic value, that certain conditions are fulfilled, namely, the representation by

plurality of voices, the existence of communicative links between functional levels and

territories and the emergence of a European public space.3

At the same time, broadening participation in the GMO sector is a difficult exercise

(Bauer & Gaskell, 2002) as it is characterized by a complex regulatory regime, which

crosscuts many policies (food and consumer safety, agriculture, environment, health,

etc.) and involves different interests and different types of actors from all levels of the

EU multi-level system.4 In addition, approvals require risk assessment by the EFSA and

authorization by EU/national authorities, which means that the GMO involves a multitude

of political and scientific actors (Scott, 2003).

Some scholars have already offered some disappointing evidence claiming that par-

ticipation per se does not necessarily produce more democratic and robust policy out-

comes than closed processes (Ferretti, 2006a; Rothstein, 2004; Smismans, 2006).

Consequently, a general agreement on the significance of participation in the EU risk

regulation is accompanied by hesitations about how this should be achieved to fulfil

the democratic premises and who should participate: ‘institutionalized stakeholders’ to

whom biotechnology policy documents usually refer (e.g., Commission, 2002b) and/
or ‘the public’ whose rights are expressly acknowledged by the provisions of the

GMO legislation. Although it is not possible to engage in a discussion about definitions,

it is acknowledged that there are diverse notions regarding EU–society relations, in par-

ticular with regards to the GMO. First, EU institutional policy documents usually

declare the involvement of ‘stakeholders’ in ‘societal dialogue;’ thus arguably referring

to non-governmental civil society organizations, but often also to national authorities

(Commission, 2002b).5 Second, GMO legislation acknowledges rights for public partici-

pation, yet without defining the concept (Lee, 2004). However, according to legal defi-

nitions in EU environmental directives6 on public access, ‘Public’ means ‘one or more

natural or legal persons’ and ‘their associations, organizations or groups’ which refers

not only to civil society organizations/stakeholders, but also to individual citizens (cf.

Smismans, 2007; Verschuuren, 2004; see also Barnes et al., 2003). Given these varying

Civil society involvement in the EU regulations on GMOs 289
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definitions, I use the terms ‘civil society’ (Habermas, 1996, p. 367; Kohler-Koch &

Finke, in this issue) and ‘the public’ interchangeably, but the latter term is used to

emphasize the new rights of citizens.

Participation of Civil Society in Shaping the EU Policy on GMOs

The EU policy on GMOs is largely based on the work of European institutions and tech-

nocratic committees composed of national representatives and experts (Landfried, 1997;

see also Poli, 2003). Simultaneously, emphasizing the importance of the role of stake-

holders in the EU GMO policy has recently become a repeated mantra in policy docu-

ments, and a number of interesting initiatives to improve the input of civil society in

shaping of the policy have followed the declarations (Goncalves, 2004). Their functioning

will be considered below in two institutional contexts: the Commission and EFSA.

The Commission’s Strategy: Between Permanent Advisory Groups and Ad hoc

Initiatives

The ‘involvement’ strategy of the Commission is based on the premise that the key to success

for this policy lies in a societal dialoguewith stakeholders and citizens. It was first introduced

in the Consultation Document Towards a strategic vision of life sciences and biotechnology

and subsequently applied in a public consultation process and stakeholder conference on its

content (Commission, 2001b7). This participatory approach was endorsed in the Communi-

cation ‘Life Science and Biotechnology—A strategy for Europe’, where the Commission

reiterated the need for meaningful and constructive dialogue with all stakeholders in the bio-

technology sector. Accordingly, one of the declared actions was a plan to establish ‘a broadly

based stakeholders’ forum’ (action plan no 13, Commission, 2001b, 2002b).

The introduction of a Bio-forum at Directorate General (DG) for research which is said

to invite scientists, social researchers, policy makers, civil society, and the general public

to exchange views on critical Biosociety-related issues seems to be closest to this plan.

Unfortunately, it only opens debates on pre-formulated questions and does not seem to

attract a broader public8 so the Commission had to concede that these were merely

‘initial steps’ (Commission, 2007b, p. 36).

In addition, there are several permanent advisory groups organized by the Commis-

sion’s Directorates that allow for the participation of civil society organizations in EU bio-

technology policy. Yet, they do not seem to correspond to the above plan of establishing a

civil society forum. There is a Competitiveness in Biotechnology Advisory Group (estab-

lished in 2003 within DG Enterprise) to advise on the financial and regulatory issues and

make recommendations and contributions to the realization of the general strategy,9 and

the Advisory Group on the Food Chain and Animal and Plant Health (established in

2004 within DG Health and Consumer Protection, ‘SANCO’) to advise the Commission

on food safety matters ranging from pesticides to food labelling laws (see also Vos &

Wendler, 2006). Both groups bring together key stakeholders operating at the EU level

in respective sectors, and can give advice on GMOs within their mandates (Commission,

2004a, 2007b). Various ‘technology platforms’ and groups constituting expert forums on

research and innovation have also been introduced, but their existence and functioning is

difficult to trace. Moreover, there is no stakeholder group with a specific biotech focus

within DG environment that is responsible for GMO releases and no horizontally

290 P. Dąbrowska
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operating stakeholder body to gather representatives from diverse sectors that could

address multi-faceted issues of GMO risks.

The second method the Commission employs to involve civil society in general policy

making is consultations with stakeholders carried within the framework of reporting obli-

gations to the Parliament and the Council about the implementation of new GMO legis-

lation.10 Usually, the Commission opens the consultation on-line and distributes a

questionnaire to the interested parties, the results of which are analysed by independent

consultants.

For example, in order to prepare the first report on the implementation of the DRE Direc-

tive, a questionnaire was distributed to stakeholders by DG Environment (ENV) to make use

of the views and experience provided by civil society groups.11 The background study,

which was prepared by independent consultants, proves that the consultation process was

broad (authorities, industry and research, farmers’ organizations, public interest groups

including consumer and environmental NGOs). Numerous stakeholder comments were

included in the Commission’s final report to the Parliament (Commission, 2004b; Schenke-

laars Report, 2004). Regrettably, comments were not published directly on-line.

Finally, the third route in the Commission’s ‘involvement strategy’ is the organization

of ad hoc initiatives, which take the form of open meetings or written consultations. The

‘Round table on GMO safety’ provides a relevant example. A round table on coexistence

was organized shortly after the new regime for GM food/feed was proposed (October

2001). At this point, the issue of coexistence between GM and non-GM crops became a

political hot potato in the legislative process on GM Food Regulation (April 2003)12

and open meetings gathered stakeholders from all levels of government. They facilitated

debates, which were often commented on in the media. Interestingly, the round table on

coexistence had its follow-up at the EU level (Conference in Vienna in 2006, the forth-

coming conference in Spain in 2007)13 and debates on the issue were also present at

the national level in many member states and regions such as Greece, Italy, Austria,

and the UK, who declared themselves GM-free.14 Finally, a similar ad hoc initiative,

the Conference on Risk Perception (December 2003), was organized by the DG

SANCO to exchange views with interested parties on possibilities to improve the public

confidence in regulation.

To sum up, the Commission strategy to involve civil society in EU policy on GMOs has

been implemented through three methods: (1) the launching of permanent advisory bodies

composed of selected civil society organizations; (2) written consultations resulting from

statutory reporting obligations and (3) ad hoc initiatives to organize open meetings to

exchange views directly. Generally, these efforts should be welcomed as they mark a

shift towards a new approach based on participation in the biotechnology policy at the

EU level. The moves towards greater involvement have a clear informative, and some-

times, even influential quality. The second method seems to be the most beneficial from

the viewpoint of effective policy making, which requires continuous revisability based

on new information about technological, environmental, or local developments as well

as about its appropriate implementation, which can be best provided by stakeholders.

For example, following the claims expressed by several stakeholders concerning the

lack of transparency of the DG Environment website, the missing documents were pub-

lished (Schenkelaars Report, 2004).

With regard to advisory groups (method 2), the results of their work are less visible,

given the fact that these groups meet only a few times a year; and that consulting them

Civil society involvement in the EU regulations on GMOs 291
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depends entirely on the good will of the Commission. Rather unusually, none of these

bodies is specifically focused on GMO use and risk, although this is a contested issue

in Europe, and their operation is fragmented between different DGs without any official

inter-institutional relations.

Concerning the round tables involving interested parties such as civil society organiz-

ations, MEPs and governmental representatives from various levels in interactive problem

solving (method 3), it seems that the Commission organizes them on an ad hoc basis

whenever it seeks their input. For example, in the emergence of a controversial issue or

when the Commission hopes to improve the democratic legitimacy of its activities.

The relations between civil society organizations and the Commission in the general

GMO policy had mostly consultative character, but sometimes stakeholders’ views are

directly implemented by the Commission (especially under method 2) and included inter-

active discussions (method 3). Still, the establishment of a biotechnology-specific civil

society forum, as announced in strategy documents, is desirable. The same holds for an

improved horizontal co-ordination of the work of present groups (e.g., by providing

links between sites) to make collaboration with civil society representatives more cohe-

sive. As the Commission itself admits, ‘fragmentation remains a crucial issue for

Europe’s biotechnology stakeholders’ (Commission, 2005, 2007a, 2007b). Next, the

actions of EFSA will be considered to develop a comparative view on the Commission’s

involvement methods before formulating a general model for participation.

The Innovative Motions of EFSA: Public Consultations, Colloquies and Stakeholder

Platform

The EFSA also acknowledges the importance of building a close dialogue with stake-

holders based on the premises of deliberative co-operation: ‘The dialogue between

EFSA and stakeholder organizations should be a two-way communication process

where all parties feel confident to work more closely together, to understand better the

needs of each other and to benefit from each other’s experiences. This dialogue should

bring an added value to all parties involved.’ (EFSA, 2004a).

With the aim of structuring this process, the EFSA created a permanent Stakeholder

Consultative Platform for advice on general matters linked to its mandate and to its

relations with civil society stakeholders (EFSA, 2005a). The current platform is composed

of 24 large EU level organizations representing different interests (consumer, environ-

mental, industrial) who meet twice a year, and of 34 ‘associated members’ who are

addressed on a case-by-case and topic-related basis. Their mandate is renewed every 3

years and they are selected by the EFSA Management Board among the eligibility criteria

defined by EFSA.15

Before this dialogue was institutionalized, EFSA focused on ad hoc initiatives. It orga-

nized two general scientific colloquies, two stakeholder conferences and a number of

public consultations (mainly in the area of GMOs and feed additives) where civil

society organizations were invited to express their views.

Specifically, GMO-related initiatives included the participation of stakeholders in the

preparation of guidance documents on risk assessment, which are part of the EFSA’s regu-

latory system and assist private applicants in commercializing their products. In order to

prepare these documents, the EFSA organized two broad consultation processes. These

included the submission of public comments via the Internet and meetings with stakeholders

292 P. Dąbrowska
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in workshops preceding and during the Internet consultation. The first consultation

concerned the General Guidance Document (EFSA, 2004b), while the second was specifi-

cally targeted at the post-market surveillance of products.

Both processes consisted of the following steps: establishment of a working group by

the EFSA GMO Panel; preparation of the draft document in consultation with stakeholders

whose submissions were published (not only civil society organizations, but also national

authorities); publication of the draft document on the Internet to receive written submissions

by public/interested parties; analysis of comments by the Panel and preparation of a final

document to be adopted (usually by consensus), often preceded by an additional stakeholder

meeting (round table) where the comments were discussed (advance copies of draft docu-

ments were re-sent to all participants of the stakeholder round table, EFSA, 2004b).

Certainly, the above description lacks specific data to measure exactly which views and

opinions were directly incorporated in final versions of guidance documents. The EFSA

itself has given reassurance that the views of the public and interested parties expressed

in the working group meetings and sent to the EFSA during the consultation processes

were taken into account, after having been considered by the members of the GMO

Panel regarding their scientific relevance.16 Hence, the EFSA admits that the panel

members decide whether the comments of public/stakeholders are ‘scientifically rel-

evant’. However, this should be assessed against the background of the EFSA’s fear of

being accused of favouring industrial views, of being biased against environmental

NGOs, and thus of not being independent. In my view, the procedural and institutional

structure of the consultation processes allow for the conclusion that the guidelines were

adopted with the aim of direct inclusion and reflection of the various views of civil

society organizations.

Interestingly, a specific consultation event was additionally organized at which the

largest environmental NGOs opposing the EFSA (Friends of the Earth, Greenpeace and

Gene Watch) strongly criticized the EFSA’s risk assessment work. Their submissions

were published on the EFSA website, which ensures the publication of a vast plurality

of views and facilitates the public discussion about contested issues although in terms

of measuring its effectiveness it can be viewed as a kind of one-way communicative

process which constitutes an initial step towards mutual responsiveness (Kohler-Koch &

Finke, in this volume).17

When compared to the old regime, both the Commission and the EFSA established new

channels for involvement of civil society organizations in EU biotechnology policy. This

definitely marks a significant shift towards a more ‘inclusive approach’ in the current

GMO policy. It also contributes to democratic legitimacy, at least, in view of participatory

democratic theory, in terms of the participation of stakeholders from various sectors and

levels of government, their autonomy, and openness of meetings and on-line consultations

(Eising & Kohler-Koch, 2005). Although new means give priority to institutionalized

stakeholders (Curtin, 2003), public participation is also enhanced through the Internet

tools. Thus, the critique that was made under the old regulatory framework, namely that

GMO policy is predominantly shaped by ‘technocratic’ experts, contributed to an

opening of these processes to civil society. Even though some of the allegations concern-

ing non-transparent actions and elitist discussions may still be valid, the practice of the

EFSA (and also of the Commission) definitely improves the involvement of interested

parties other than ‘technocrats’ in policy making and, at the same time, advances the

knowledge of EU authorities.

Civil society involvement in the EU regulations on GMOs 293
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Yet, in terms of deliberative democracy, the assessment of the new practices is less

optimistic. First, the Commission’s engagement with civil society lacks horizontal

co-ordination (and therefore raises suspicion as to whether it is translated into policy),

and is less transparent than that of the EFSA. Second, participation usually takes the form

of stakeholders presenting views to EU actors (‘consultations’), which does not meet the

standard of reciprocal communication and responsiveness. However, there are practices,

which serve as a yardstick such as the EFSA’s practice of organizing direct meetings

with civil society. This practice advances the possibilities for an interactive exchange of

diverse standpoints, for mutual learning, and for the discursive formulation of opinions

(Eising & Kohler-Koch, 2005). It is difficult to systematically assess whether this practice

triggers the emergence of a larger public debate and active public involvement. But,

subscribers of the ‘Genet’ mailing list can easily assess that the contacts of the EFSA

with stakeholders are reflected in the news and are commented by interested NGOs.18

Eventually, when assessed against the criteria of deliberative democracy, the current

picture of civil society involvement at the general level of GMO policy making is hazy.

As described above, some of the practices of EU institutions could contribute to the emer-

gence of a sectoral public sphere on GMO policy in the long term, but it will still require

more co-ordination and a clear definition of how to transform civil society organizations’

input into reasoned political communication. Public participation in the context of individ-

ual GM product approvals will be examined in the following section.

Participation of the Public in Approval Processes for Individual GMOs

On-line Public Comments

The new GMO approval procedures entitle the public to comment on GMO risk assess-

ment, i.e., on EFSA opinions under the GMFF Regulation and on national assessment

reports (and summaries of companies’ notifications) under the DRE Directive. Written

submissions need to be sent electronically (within 30 days) via the provided websites

and forms to the Commission, which immediately circulates them among relevant national

authorities.19

Moreover, since participatory rights of the public in decision-making processes are con-

tingent on the overall transparency of the regime (cf. Sabel & Zeitlin, 2007), the Commis-

sion and the EFSA were obliged to establish the Internet registers where product-related

documents must be published (only limited by some business confidentiality rules).20

Examples are the Community register on GM Food and Feed, and various links to data-

bases provided by the DG Environment where the information can be accessed.21 In

short, the public has the right and means to express an opinion on the risk assessment

of individual GM products under approval. This is an important improvement introduced

in the European GMO regulation, although the old framework was almost silent on this

matter. Unfortunately, the new system demonstrates the reluctance of EU institutions to

implement the comments of the public; and moreover, establishes an odd jigsaw of

peculiar regulatory elements. These aspects visibly affect its functioning.

Thus, due to institutional practices that are connected to a difficult regulatory design,

public participation in GMO approvals has already shown some disappointing results. It

has generally revealed the amateur quality of comments from individual citizens who

do not understand the scientific complexities (Ferretti, 2006a)—but has also shown
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their opposition to GMOs, as well as their decreasing interest when their comments were

not reflected in later decisions (Ferretti, 2006b). In addition, most national and EU auth-

orities demonstrated rather unmistakable unwillingness to take the public input into

account (only some national assessment reports issued pursuant to DRE Directive—

British, Austrian, and Dutch—contain references to public comments (Ferretti, 2006a).

For example, in the comments on 1507 maize repeated public criticism related to the

lack of an appropriate monitoring plan for post-market surveillance, but the Commission

did not mention, in its final decision, why the claim was not applicable.22 In fact, none of

the 10 Decisions authorizing GMOs over the last 2 years contains a single word referring

to the content of public comments, nor at least, to the fact that a process of public consul-

tation had been organized.

It could have been at least acknowledged by the Commission, the types of participants

(civil society organizations or individuals), and Member States they represent. It could aid

EU institutions in investigating the weaknesses of the present system and design a method

of implementation or incorporation of the comments. For example, systematic analysis23

of the public comments received by the Commission within the framework of the GMFF

Regulation shows that the discussion at the EU level could only emerge with the active

participation of representatives from some states (UK, NL, SE, IT) and total absence of

‘new’ Member States (after enlargement of 2004 and 2007) and some ‘old’ ones (PT,

LUX, DK, GR). The examination of comments reveals the following pattern: comments

from Member States, which was always present (i.e., IT); those which were almost

always present (i.e., UK, NL, SE); and those which were infrequent (i.e., FI, DE, BE,

FR, AT, ES, IR). The absence of newMember States can be attributed to language barriers

(as the public comments websites are published solely in English, German, and French) as

well as to the relatively short period of renewed democracy after the fall of communism

and therefore the lack of well-developed civil society in new states (cf. Sadurski, 2004).

On the other hand, the strong participation of commentators from some states is caused

either by strong opposition of the public against GMOs (IT) or national debates that

take place in some states and their general openness to public views (UK, NL, see

further Ferretti, 2006a; Lee, 2008, forthcoming). In addition, it should be noted that the

reluctant behaviour of the Commission to avoid the submission of any comments in its

Decisions authorizing GMOs is reinforced by the peculiarity of the regulatory design

for public participation.

The first problem concerns the consideration of public comments in the policy process.

It is noted that the role of the public is ‘surprisingly limited’ (Scott, 2004) or ‘showing

ambivalence of legislators’ (Lee, 2004) although the authors agree that the situation has

improved in comparison to the old regime. This construction of the GMO sector is

especially astonishing because other Community environmental Directives contain

more precise and enforceable provisions on participatory rights (Macrory & Turner, 2002).

The new system suggests a very weak version of the ‘due consideration model’

(meaning that authority gives due consideration to the arguments of all stakeholders,

McGarity, 1990), because none of the legislative acts articulates how these comments

should be taken into account or enforced. Guidelines can be found in the preamble to

the DRE Directive—‘Comments by the public should be taken into consideration in the

drafts of measures submitted to the Regulatory Committee’ and in the provision of the

GMFF Regulation. It states that the Commission should take into account, besides scien-

tific expertise, ‘other legitimate factors’ before adopting decisions on authorization.24 It is
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commonly agreed that public concerns belong to these ‘legitimate factors,’ but is it

sufficient for any due consideration? Maria Lee argues that a GMO approval is a locus

classicus where an enforceable involvement approach should be applied. It cannot be

expected that public participation, predicated upon the submission of non-binding com-

ments, induce deliberative or consensus-seeking approaches. Non-binding comments

will inevitably be used as simple collection of views (Lee, 2004).

Another peculiarity of the regulatory design concerns the timing of comments within

the approval procedures and their relationship to the responsible authorities. First, the con-

sultation takes place after risk assessment was performed by the EFSA or a national body,

which reduces the significance of publicly expressed views on expert output. Moreover,

although the scope of the comments addresses scientific risk assessment, the EFSA

(risk assessor) never officially receives them. This excludes any significant ‘interaction’

or ‘public debate’. In contrast, under the DRE Directive, all member states receive

public comments, so that they can, at least theoretically, take them into account in assess-

ment reports, in objections to products, or when defining votes in the Council. In all cases,

comments are directly submitted to the Commission who, as risk manager, has a vague and

non-legally enforceable responsibility to consider them in its draft decision. Finally, the

public has been consulted on risk assessment, but not on drafts of the Commission’s

decisions for authorization.

To sum up, the present regulatory design of public comments in GMO approvals does

not consequently follow any model of public participation, which affects its quality and the

outcomes of its application (Chalmers, 2005; Ferretti, 2006a). Public input is expressed on

risk assessment performed by one authority (EFSA/national bodies) and then sent to

another authority (the Commission) who might consider them, but does not have any

legal obligation to do so. There are no legal means to challenge its decision if it ignores

public input.25 In the end, public comments circulate between institutions without a

clear vision of what is consulted and who takes it into consideration.

It is also useful to discuss the reasons that contributed to this unsatisfactory construction

of provisions. First, the separation of public comments from the EFSA is caused by the EU

concept of division between purely scientific risk assessment on the one hand and risk

management on the other. This means that political decisions are taken by publicly

accountable authorities, the Commission (and the Council), and not by the EFSA. It can

also be said that the regulatory structure reflects well-known barriers, which impede the

organization of broad and enforceable instruments for participation in GMO risk analysis

at the EU level. These are (1) technical barriers such as common understanding of notions

such as risk assessment and cost-benefit analysis, dealing with uncertainty, lacking data

due to business confidence, the foreign language threshold for lay citizens, etc., and (2)

institutional barriers, namely the fragmentation of risk management authority in the

Commission between DG SANCO and DG ENV. Moreover, there is a general lack of

recognition for the importance of public participation by administrative authorities, par-

tially due to fears, which are linked to institutional paternalism and a culture of risk

experts (Petts, 2004).

Under the reality of the European GMO regime where commercialized GMOs can be

freely marketed in the Community after the decision has been taken in Brussels, the

idea of participation via on-line public comments as such is an adequate solution. It pro-

vides an electronic procedure for equal participation in EU level decision-making for

every EU citizen who can be affected by locally grown GM crops and regionally sold
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GM feed, etc. It is accessible to anyone, has the informative potential about regional

environmental conditions and can increase the democratic legitimacy of GMO

approvals—in view, again, of participatory democratic theory (cf. Eising & Kohler-

Koch, 2005).

However, in order to realize the premises of deliberative democracy in terms of com-

municative responsiveness by these new methods of involvement, some regulatory modi-

fications should be considered: Examples are the obligatory consideration of public

comments by institutional authorities, demanding reasons for their disregard (implemen-

tation of the ‘due consideration’ model) and clarification of the significance of received

comments for decision-making in institutions, e.g., for EFSA performing risk assessment

(Kesim & Ayirtman, 2006). These aspects will reappear in the examination of the paper-

based device of ‘public hearings’ at the EFSA.

Paper-Based Opportunity of ‘Public Hearings’ at EFSA

Some scholars explicitly distinguish public hearings from the settings of ‘deliberative’

participation as it is argued that they do not meet the criteria of deliberative discourse

(Toke, 2004). Nonetheless, in the course of the GMO authorizations, public hearings

are foreseen as the novel and sole institutional arrangement that is closest to the implemen-

tation of deliberative risk assessment because scientific experts can exchange views with

the public in mutually influential relations (Winickoff et al., 2005; Zito, 2001).

Accordingly, the EFSA can decide to organize ‘public hearings’ within the remit of its

scientific expertise at the EU level.26 Unfortunately, this mechanism has not been

employed so far. Announcements by the EFSA to organize interactive consultations on

risk assessment of GMOs with the public at the level of scientific assessment of individual

GM products have remained empty.27

What are the reasons for this behaviour? First, the lack of application of the ‘public

hearings’ provision reflects fears by the EFSA relating to the same barriers to participation

outlined above. For example, it is not certain how such hearings can ensure equal EU-wide

participation since interested parties include lay citizens, who may possess limited scien-

tific expertise and institutionalized stakeholders, who are often favoured because of their

perceived expertise.

Second, the EFSA, having faced general accusations of non-independence (Kanska,

2004), is uncertain about how public views should be adequately reflected in the final

scientific opinions of the GMO Panel. This uncertainty is enforced by the fact that risk

assessment of GMOs that enter the market involves politically sensitive decisions on

potentially hazardous outcomes and is based on probabilistic scientific output (Petts,

2004).

Third, the EFSA can be influenced by experiences with public hearings at the national

level. For example, under the old German Genetic Engineering Act of 1990, a public

hearing was a prerequisite for each national licence to release GM plants. Anyone

could make written objections, and these were later discussed at the hearing. In 1993,

three such hearings were organized in Germany, but it turned out that this procedure dis-

couraged all sides, including the regulatory authorities and the public. Before the hearings

took place, a large number of written objections were submitted. This clearly demon-

strated the need for direct participation, but authorities did not know how to proceed

with the amount of submissions and participants. For this reason, the provision was
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removed in 1994 and substituted by a much less demanding requirement for solely written

comments, which can easily be ignored (Kettner, 2000).

However, it should be noted that experiences from other environmental sectors (e.g.,

waste management) suggest that citizens’ juries or forums where experts respond to ques-

tions constitute participation, which enhance the democratic legitimacy of policy making

(Petts, 2004). Moreover, in the recent independent report on EFSA, stakeholders expressed

the need for engagement in discussions with the wider public during scientific consul-

tations (EFSA, Independent Report, 2005b). Moreover, citizens also send unsolicited

emails and questions to the EFSA on the GMO dossiers although such opportunity is

not officially provided (because comments are normally submitted to the Commission).

So, there is a definite need for more direct communicative links between the EFSA and

the public within the GMO authorization procedures.

Consequently and notwithstanding fears and obstacles, this matter requires serious con-

sideration by the EFSA, and the commitment of resources and action. It would comp-

lement the significance of EFSA discussions with stakeholders at the general policy

level, reinforce the democratic potential of the comments received and could foster the

emergence of a broader public debate.

To conclude, the establishment of new means for public participation in GMO

approvals constitutes a crucial change in the design of these administrative procedures

that have not existed before. The GMO Registers make the documentation available

and comments are sent by citizens and civil society organizations according to the pro-

cedures. In terms of liberal democracy (Eising & Kohler-Koch, 2005), this transformation

could demonstrate a move towards the democratic legitimacy of approvals.

At the same time, the peculiarities of this process (i.e., the fact that it does not decisively

follow any participatory model based on concrete democratic theory, or that participatory

provisions are implemented mechanically and that some of them have not been

implemented in practice) seem to hinder their democratic value in terms of deliberative

democracy and fostering public debates. The official institutional support for greater

public participation in individual authorizations does not seem to stem from strong cultural

and political convictions and a thoughtful regulatory plan, but rather a response to

decision-making difficulties (such as opposition of member states and the public against

GMO approvals) and the wish to ‘back up’ the ‘democratic legitimacy’ of decisions.

This attitude is far from the ideal of deliberative democracy, which includes broad

public debates on GMO issues, the articulation of diverse views and the organization of

real communication between the EU institutions and the public.

In order to improve the situation, the Commission and the EFSA should first clarify the

most difficult barriers to participation in individual GMO approvals (technical, insti-

tutional, etc.) and how to handle them. They should, then, consider a modification of

the regulatory design following the defined objectives and in-depth legal analysis of the

participation model to be followed. Above all, the introduction of a ‘due consideration’

model should be considered together with the establishment of direct and responsive

links between the public and the EFSA risk assessment combined with public hearings

organized by the EFSA in order to implement deliberative risk assessment. Moreover,

authorities should undertake efforts to remove structural inequalities between citizens

and institutionalized stakeholders (e.g., through establishing experts to explain the

content of opinions). Certainly, these proposals cannot mend cultural prejudice of auth-

orities to public inclusion, but their conscious employment can minimize this problem.
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Admittedly, changes in the regulatory design will not guarantee the realization of

deliberative risk assessment, but it is the first step towards the establishment of more

effective communicative channels, which could contribute to the emergence of a European

public debate on GMOs (broadly reflected in the media, etc.). In other words, this would

necessitate the clarification of the regulatory design and a broad agreement by all auth-

orities (the Commission, member states, the EFSA) about what to expect from public con-

sultation. Otherwise, consultation processes will continue to produce discouraging effects

and the public may feel compelled to express its views through more confrontational

actions (Ferretti, 2006a).

Conclusion

Although this paper is not a definitive analysis of EU–society relations in the GMO sector,

it presents emerging insights which characterize the involvement of civil society with this

policy. The channels for participation in this area have only been recently established, so

further comprehensive study is still needed for the formulation of more comprehensive

evaluations (i.e., a more thorough examination of selection processes for participation

and types of participants, their territorial and functional origin, a word-by-word analysis

of individual policy documents to measure the inclusion of public views, etc.; Ferretti,

2006b). In view of these considerations, the assessments are presented.

First, when one examines the relations of the Commission and the EFSA with civil

society organizations and the public in the GMO field, it should be noted that new pro-

visions and practices were developed at the level of general policy making and implemen-

tation in order to safeguard participation. This is a significant development compared to

the old framework. These practices indicate a shift towards policy making underpinned

by participation. In other words, and referring to the metaphor presented in the title, the

‘design of the participatory garden’ was made. Moreover, if an assessment of the outcomes

of participation were made on the grounds of participatory democratic theories, it might

even be considered that GMO policy became more democratic as procedures and initiat-

ives that can activate civil society and allow for political participation were established

(Eising & Kohler-Koch, 2005; Ferretti, 2006b).

However, deliberative democracy is much more demanding. The enhanced societal par-

ticipation as such does not necessarily support the emergence of a larger engaged public

and deliberation in the general public sphere. It is not sufficient to design the ‘garden’

because EU institutions need to be equally aware of how they want to ‘grow its plant

and trees’. That is, they must realize how to exploit the established communicative chan-

nels, the significance of the input provided by civil society, how to link public voices with

political discourse, and finally how to transfer them into sustained and legitimate policy

making. This has not been fully accomplished so far in the GMO policy either by the Com-

mission or by the EFSA. There are several occurrences, which can lead to the development

of a European public sphere on GMOs, but its emergence will not be easily established.

Additionally, further improvements are required before EU–society relations in this

sector can be considered deliberative democracy. First, at the general policy level, a

better horizontal co-ordination of various civil society groups is necessary together with

the establishment of a multi-sectoral forum for a broad debate of biotechnology.

Second, at the level of individual GMO approvals, the consequent implementation of a

concrete participatory model is essential (‘due consideration model’) accompanied by
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an effective consideration of how to accommodate citizens’ preferences (see alsoO’Mahony

&Coffey, 2007) and how to launch functioning of mechanisms which have been announced

but not implemented (public hearings). In the longer term, it is necessary to consider how to

overcome cultural barriers to participation and structural inequalities between institutiona-

lized civil society and citizens (Curtin, 2003). A modification of the regulatory design and

overcoming barriers to participation will not by themselves establish a more democratic EU

system. However, it is a first step towards improvement.

Finally, while public participation (in individual approvals above all) has not provided

satisfactory evidence so far, it does not mean that this idea is inadequate (Smismans,

2006). At the very least, it should prompt re-contemplation of the regulatory design

specific to the GMO context; and the intensification of efforts by EU institutions to

harvest the potential of participation (see also Commission, 2007a, 2007b). In other

words, they should move from ‘designing a democratic garden’ to ‘growing trees’ for a

European public debate.
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Notes

1. This paper explores new ‘experimental’ participatory exercises employed by the Commission and EFSA

to improve democratic legitimacy of the GMO regime by the involvement of civil society; therefore, the

more traditional forms of participation conducted by EU institutions (ECOSOC consultations, lobbying,

etc.) are not examined. On the role of the European Parliament as an ally of civil society organizations in

the GMO sector, see Dąbrowska (2006, p. 154).

2. Empirical findings are mainly based on original research for my doctoral thesis at the European Univer-

sity Institute (2002–2005) (Dąbrowska, 2006).

3. The notion of the European public space is not uncontested; however, an extended discussion of the issue

falls beyond the scope of this paper (e.g., Chalmers, 2005; Fossum& Schlesinger, 2007; see also Kohler-

Koch & Finke, in this volume).

4. There are two key measures in a range of legislation on which the GMO regime is based: Council Direc-

tive 2001/18/EC on the deliberate release into the environment of genetically modified organisms OJ

2001 L106/1 (‘DRE Directive’); Regulation (EC) 1829/2003 on genetically modified food and feed

OJ 2003 L268/1(‘GMFF Regulation’).

5. It is interesting to observe that the EFSA acknowledges the difference between the civil society stake-

holders (civil society sensu stricto) and institutional stakeholders (EU institutions and national

authorities).

6. Cf. Art. 2.6, Directive 2003/4/EC of the European Parliament and of the Council of 28 January on

public access to environmental information and repealing Council Directive 90/313/EEC, OJ 2003 L

41/26; Art. 2.1.(b), Regulation (EC) No 1367/2006 of the European Parliament and of the Council

of 6 September 2006 on the application of the provisions of the Aarhus Convention on Access to Infor-

mation, Public Participation in Decision-making and Access to Justice in Environmental Matters to

Community institutions and bodies, OJ 2006 L 264/13.
7. Contributions and results available at http://ec.europa.eu/biotechnology/towardstrat_en.htm (accessed

13 September 2007).

8. Available at http://ec.europa.eu/research/biosociety/forum/bioforum_en.htm (accessed October 2006

and 13 September 2007).
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9. See the Commission Report available at http://ec.europa.eu/biotechnology/pdf/biotechrep2003
stafwk.pdf (accessed 13 September 2003).

10. See Art. 31, DRE Directive, Art. 48, GMFF Regulation and Art. 12, Regulation (EC) No 1830/2003 of

the European Parliament and of the Council on Traceability and Labelling of genetically modified

organisms.

11. Summary Record of the 4th meeting of Standing Committee on Food Chain and Animal Health, Section

on GM Food and Feed and Environmental Risks, 25th January 2005.

12. Available at http://europa.eu.int/comm/research/biosociety/public_understanding /gmo_roundtable_

en.htm (accessed April 2006).

13. See the website of the responsible DG Agriculture http://ec.europa.eu/agriculture/coexistence/index_

en.htm (accessed 13 September 2007).

14. See GENET-news, Campaign for GM free zones and regions gathers force, 14th September 2004.

GENET-news, First GMO Free Zones Declared in Poland, International Coalition to Protect the

Polish Countryside, Poland, 3rd August 2004; GENET-news, Green party members yesterday staged

a demonstration outside parliament to call for Cyprus to be declared free of genetically modified organ-

isms (GMOs), 23rd February 2005.

15. Available at http://www.efsa.europa.eu/EFSA/PartnersNetworks/StakeholderInitiatives/efsa_

locale178620753812 _EFSAConsultativePlatformAndArchive.htm (accessed 13 September 2007).

16. Email from the EFSA official, dated 13 February 2006. Minutes of the 8th Plenary Meeting of the GMO

Panel, 3–4 March 04, point 6.1., 3; Minutes of the 13th Plenary Meeting of the GMO Panel, held on 23–

24 September 2004, 3–7; Minutes of the 14th Plenary Meeting of the GMO Panel, held on 20th October

2004.

17. Available at http://www.efsa.europa.eu/en/stakeholder_stakeholder/technical_meetings.html (accessed

October 2006).

18. Available at http://www.genet-info.org—European NGO Network on Genetic Engineering (accessed

15 October 2007).

19. Art. 25, DRE Directive, Art. 6.7, GMFF Regulation.

20. Commission Decision 2004/204/EC laying down detailed arrangements for the operation of the regis-

ters for recording information on genetic modifications in GMOs, provided for in Directive 2001/18/EC

of the European Parliament and of the Council OJ 2004 L 65/20, Art. 30 GMFF Regulation.

21. Available at DG SANCO, http://ec.europa.eu/food/dyna/gm_register/index_en.cfm; EFSA http://
www.efsa.europa eu/EFSA/ScientificPanels/GMO/efsa_locale-1178620753812_GMOApplications.

htm; DG ENV, http://ec.europa.eu/ environment/biotechnology/index_en.htm (accessed 13 September

2007).

22. Commission Decision 2006/197/EC of 3 March 2006, OJ 2006 L 70.

23. Based on the analysis of the author of comments available at http://ec.europa.eu/food/food/biotech

nology/ authorisation/public_comments_en.htm (accessed 12 September 2007).

24. Recital 46 of the Preamble, DRE Directive; Art. 7.1, GMFF Regulation.

25. Under some circumstances, NGOs could challenge this procedure, but individual citizens cannot.

26. Art. 28.1 and 28.9(g), Reg. 178/2002.

27. Available at http://www.efsa.europa.eu/EFSA/PartnersNetworks/StakeholderInitiatives/efsa_

locale178620753812 _WaysOfPartecipation.htm where EFSA describes ‘the ways of participation’,

but public hearings are not mentioned or foreseen (accessed 13 September 2007) and EFSA Press

release dated 3 December 2003 ‘EFSA plans greater public involvement in its work’ where it announced

exploring the concept of public hearings.
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