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Abstract

BIOTECHNOLOGY REGULATION IN THE EUROPEAN UNION AND FRANCE:
UN DIALOGUE DES SOURDS

by

Patricia Stapleton

Advisor: Professor Christa Altenstetter

In the early 1990s, France was at the forefront of agricultural biotechnology innovation and
implementation. Yet, by the end of the decade, France had become one of the most vocal
opponents among the European Union member states to genetically modified organisms and
genetically modified food. France’s continued resistance to implementing EU agricultural
biotechnology legislation has created a regulatory impasse in this issue area. This study
examines the triggering events that led to the reversal in the French position on GMOs, as well
as explores the institutional development of the EU and French regulatory frameworks. Using a
historical institutionalist approach, this work demonstrates that triggering events in the
1990s led to policy changes and institutional development in the fields of public health and
food safety, both at the EU-level and within France. The main argument put forth in this
dissertation is that the differences in the institutional evolution of the French regulatory
framework for GMOs when compared to the evolution of the EU’s regulatory framework
has created the regulatory deadlock, which can be characterized as un dialogue des sourds
between the EU and France. Furthermore, this impasse will continue to exist as long as the EU

disregards the core concerns of anti-GMO sentiment in France.
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Introduction

In 1996, the French plant registration office exua license required for entry of
genetically modified maize (Btaize) onto the market in France. After French ameti
authorities approved Bt maize for cultivation inafce, they supported its approval for
cultivation in all European Union (EU) member stat&et, by the time the EU issued its
approval for cultivation in its member states tweass later, France had suspended
commercialization of Btmaize over concerns about its potential risks. Wiagtpened to cause
this reversal?

French authorities had backed the application frddovartis, a multinational
pharmaceutical corporation, for EU approval of caeneralization of three Bt maize varieties in
19961 However, shortly after France had passed the elossithe EU for approval for the
common market, the environmental non-governmenghrazation Greenpeace challenged the
French government’s risk assessment of Bt maizechwhad been performed as part of the
domestic approval process. This challenge led tmendh Conseil d’Etat to suspend
commercialization of the maize in 1998.

In the meantime, though, the EU had completedoush assessment of Novartis’
application and approved the Bt maize for cultmatin all member states in 1998. The
suspension of commercialization of this maize by EnenchConseil d’Etatwas thus in direct
violation of the EU’s decision. When pressured bova the cultivation of these genetically
modified (GM) crops within its borders, France iked the “safeguard clause,” originally

included in Directive 90/220/EEC and now preserireds replacement, Directive 2001/18/EC.

! Sabine Louét, “EU Court overrules France’s Bt maian,”Nature Biotechnologyol. 18 (May 2000), p.487. Bt
maize refers to a genetically modified form of neathat has a gene that codes for Baeillus thuringiensigBt)
toxin. Maize altered in this way will express thet&xin, which is poisonous to corn pests.

? Louét 2000.



While the EU had become the locus of legislativéivag in the domain of agricultural
biotechnology under which the regulation of geraljcmodified organisms (GMOs) falls, it
also had provided the “safeguard clause” througlchvithe individual member states retain
some power. This clause allows member states tovifionally restrict or prohibit the use
and/or sale of that product on its territory” ifethhave “justifiable reasons to consider that a
GMO, which has received written consent for placamgthe market, constitutes a risk to human
health or the environment.Because of the suspension of and the subsequanoiapproval
for these GM crops through the revamped assesspreness in France, French authorities
found themselves stuck. On the one hand, they cooidmplement the EU decision to allow
GM maize onto their market without violating th@wn domestic judicial decisions. On the
other hand, if they continued to not implement Eié¢'s decisions, or if they were unable to
provide new evidence justifying invocation of thefegguard clause, France would be penalized
for non-compliance with EU law.

In order to resolve the situation, tB@®nseil d’Etatasked the European Court of Justice
(ECJ) to rule on the issue. The ECJ decided that:

...Member States which have forwarded a dossier &0 Gbmmission with a

favourable opinion for placing a GMO on the maréet bound by their opinion

and must apply the Commission’s decisions. Howevegw information

indicating that a GMO constitutes a risk for hunfealth and the environment

allows the procedure for placing a GMO on the miatkebe stopped pending a

fresh Commission decisidh.

This decision referred specifically to the invooatiof the safeguard clause: new information

illustrating risk was required in order for the pitnition of a GMO to be legal. However, in the

3 Directorate General for Health and Consumers, “GNi©Qa nutshell,Food Safety — From the Farm to the Fork
http://ec.europa.eu/food/food/biotechnology/gantiagh.htm#daccessed July 2011).

* Press Release No. 18/00 on Case C-B/&bciationGreenpeace France and Others v Ministére de I'Adtize
et de la Péche and Othef2000], http://curia.europa.eu/en/actu/communiques/cpQ@fzdD18en.htm(accessed
July 2011). Full text of the decision can be foatd
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do2CELEX:61999J0006:EN:PDF




case of rescinding its approval for Bt maize, ti&JEound that France had not, in fact, presented
new evidence to demonstrate that the crops wergeinsistead, the French authorities had only
changed their process for assessing the original. ddus, France was required to consent to
placing the maize on the market because it had@&rapproved the initial dossier.

Instead of opening its market to GMOs, Francerbagined entrenched in its resistance
to implementing EU approvals of GM crops. At thensatime, the EU has named biotechnology
as one of the key technologies needed for sustainddvelopment, particularly in areas of
economic growth, environmental protections, andlipufiealth> Consequently, because of its
persistent refusal to follow EU regulation in tigsue area, France has become a target for legal
action, both at the EU-level and in global forurastsas the World Trade Organization (WTO).
The brief account of these events captures th@iigbat can occur between the EU and a non-
compliant member state. But why and how has Frameaged to stay resistant to GMOs in the
face of such pressure?

In this work, | use a historical institutionalispproach to demonstrate that triggering
events in the 1990s led to policy changes andtutisthal development in the fields of public
health and food safety, both at the EU-level anthiwi France. However, because of the
differences in the institutional evolution of theeRch regulatory framework for GMOs when
compared to the evolution of the EU’s regulatorgniework, regulation for agricultural
biotechnology has become deadlocked. This impassebe characterized as dialogue des
sourdsbetween the EU and France. Literally translatetiaagialogue of the deaf,” the phrase
encapsulates the nature of the European GMO detvatesides that do not understand each

other, though both sides believe that they arertglbout the same thing. In this case, EU and

® European Commission (2007) EUR 22728: A Joint Rese Centre Reference Report - Consequences,
Opportunities and Challenges of Modern Biotechnyplimg Europe.



French public authorities are both grappling with issue of GMOs, but the core concerns of the
debate are different within each level of govermanc

As such a historical institutionalist approachingal with multi-level governance and
implementation studies, helps us understand theinggegulatory deadlock in the issue area of
biotechnology’ At the EU-level, GMOs have been accepted as ayiat part of the EU’s
economic development strategy and the debate nocawweas how to monitor, label, and trace
GMOs and GM products. The EU regulatory framewoak levolved so that the relevant EU
institutions evaluate GMO risks using scientificsbd risk assessments, which consider the
potential impacts of GMOs on the environment andhaman health. In contrast, the French
have not accepted GMOs as an indispensable inoovainstead, they find GMOs to be
unnatural and inherently risky for the environmantl for consumer consumption. In addition,
as a response to the public health and food safetgs of the 1990s, French public officials
reformed their regulatory framework in order tolute dissenting opinions on GMOs. This
meant that public participation and the inclusidraoti-GMO representatives within regulatory
institutions in France were institutionalized ast ot the policymaking process. As such, French
evaluations of the potential risks of GMOs considewider set of factors, including socio-
economic impacts of GMOs, than EU risk assessméditis. differences in the assessment
processes have directly contributed to the regujatmpasse for GMO approvals and to the
dialogue des sourds.

An alternative hypothesis to explain the regulatampasse in the issue area of
agricultural biotechnology could be offered throuayh analysis of the differing ways in which
interest groups interact with the EU- and Frenévels of governance. While this alternative

hypothesis recognizes that there are differencésees the levels of governance that affect

® The theoretical approach to this study is disaligsenore detail in Chapter 1.



policymaking and implementation, similar to my ogoproach, it does not provide a compelling
or complete explanation for this policy area. Agliaral interest groups and industry can have a
significant influence on domestic politics at theerkich-level. However, in this case, the legacy
of the crises of the 1990s and the resulting apaéthe French public that the government was
more concerned with producers’ profits than pratectpublic health shaped the public
authorities’ response. A concerted effort was magéhe French government to show its public
that industry had not captured the policy domaihisTwas in part accomplished by the
organization of public forums to debate GMOs and government's emphasis on creating
transparency in the policymaking process throudlormes to existing institutions and the
creation of new onesConsequently, the role of pro-GMO interest groirpthe policymaking
process was diluted within the French policymakpngcess.

At the EU-level, existing scholarship does expldhe role of interest groups in
policymaking processésin general, a coherent and universal theory ofrtile of interest
groups cannot be created for the EU. Each iss@eisudifferent and requires a separate analysis.
As Jonathan Smiles notes, “If you ask a questiamn @18 which institution [at the EU-level] is
the main point of focus for lobby groups, the answd always depend on the policy area being
discussed® During the time period studied, the agriculturmitéchnology portfolio was moved
between two Directorate Generals (DG): DG Environtvaad DG Agriculture. Moreover, other
DGs, such as Research and Industry, and severahgfitutions (the Commission, the Council,
Parliament, etc.) also provided input during théiggmmaking process. This system of shared

competence among different EU institutions prevemégulatory capture by any particular set of

’ For a detailed discussion of the evolution offnench regulatory framework for GMOs, see Chapter 4

8 For an overview of the scholarship on interestigeoat the EU-level, see David Coen and JeremyalRislon, eds.
2009.Lobbying the European Union: Institutions, ActorgléPolicies.Oxford, UK: Oxford University Press.

® Jonathan Smiles. 2010. “Book Reviebobbying in the European Union: Institutions, Actand Issue$ The
Journal of Politics Vol 72. Issue 4. p.1254-1255.



interest group$® As such, the interest group approach as an atteenhypothesis does not
provide as fruitful or as a rich an understandifigh® factors contributing to the regulatory
impasse in the same way as an institutionalistcgmbr does.

Moreover, inherent to an interest group hypothasiBU studies is the assumption that
interest groups must interact differently withinetitwo levels of governance because of
institutional variation> Thus, it is important to first understand what s#oinstitutional
structures are and how they have evolved to prodacmtion. This dissertation traces the
evolution of the regulatory frameworks at the EUadaFrench-level to produce that
understanding. Interest groups are not ignoretheénprocess, as anti-GMO groups are reviewed
in Chapter 5; however, my focus in on how anti-GM@erest groups have played a role in
GMO regulatory policymaking in the context of thaimstitutional inclusion. As Jeremy
Richardson states, though, it can be “a mistakma& for only one model of the EU policy
process,” because “particular policy areas may #adwves be episodic, exhibiting different
characteristics at different time¥’Varying models of analysis may be useful to stdifferent
time periods of a policy aréd.In this case, then, a historical institutionalispproach with
conceptual contributions from multi-level governarand implementation studies (as discussed
in more detail below) provides the best model dlgsis for this policy area during this time

period.

19 “Regulatory capture” can be defined as when aiqdar interest group, such as business or indu$tgpture”
the policymaking process, leading to policies asgliations being designed and enforced primarihtHe interest
group’s benefit. Jean-Jacques Laffont and JeanleTid®91. “The Politics of Government Decision-Maki A
Theory of Regulatory CaptureThe Quarterly Journal of Economicgol. 106, No. 4 (November), pp. 1089-1127.
1t is important to note that while institutionahnation is not a valid explanation for the diffeces in interest
group behavior in the American tradition of intergeoup studies, institutional variation is consetkas a variable
in scholarship on interest group behavior in the EU

12 Jeremy Richardson. 2006. “Policy-making in the Elterests, ideas and garbage cans of primeval, siup

J. Richardson (ed.uropean Union: Power and policy-makirgondon: Routledge, pp. 4-30. Here, p.7.

13 Richardson. “Policy-making in the EU.” 7.



Biotechnology in the European Union: French Resiséato GMOs

Although agricultural biotechnology is a fairlymeolicy area (only attaining a position
on the agenda in the last twenty-five years), theHas quickly become the main regulator of
biotechnology in Europe. France is one of severamtrer states, however, that have resisted
implementing EU policies on GMOs and GM fotldEurobarometer polls reflect this resistance
at the public opinion level; a special Eurobaromegport on the “Attitudes of European citizens
towards the environment” showed that 70% of Fremsdpondents were opposed to the use of
GMOs, compared to 15% in favor, 13% who did notwpand 2% who had never heard of
GMOs?!® Nevertheless, French popular resistance to GM@snoa always existed. A 1991
report on European opinions on biotechnology ingEsdhe majority of French respondents were
optimistic that biotechnology would “improve our wvaf life in the next 20 years® Why, then,
did France become resistant to implementing sontieig® that, at an EU-level, are deemed to
be essential to progress in the areas of econamwetly, the environment, and public health?
Theoretical Approach

Understanding the reasons why France has takeora amti-GMO stance compared to
its position in the early 1990s is only part ofstistudy’s research puzzle. Existing scholarship
has already reviewed the food safety and publidtthestandals of the 1990s that acted as
triggering events for precautionary policymakinghe issue area of agricultural biotechnology.
These events set the tone for the policymakingrenment at both the EU- and the French-

level. But, although it is important to examine thiggers that caused the flip-flop in France’s

14 Eurobarometer surveys, for example, show thatderattaly, and Greece all have high rates of putyiposition

to GM food, as noted by Dave ToKehe Politics of GM Food: A comparative study of thk€, USA, and EU
(London: Routledge, 2004): 142-143. Austria has alsierged as strongly anti-GMO.

> Special Eurobarometer 295/EB68.2/2007 “Attitudefs European citizens towards the environment” in
http://ec.europa.eu/public_opinion/archives/ebs/8B5_en.pdf

'8 Durant, John, ed. “Biotechnology in public: a ewiof recent research.” (London: Science Museumttier
European Federation of Biotechnology, 1992htp://ec.europa.eu/public_opinion/archives/ebs/66& en.pdf

This report is a summary of data collected in theoBarometer Poll 35.1/March 1991.




position, the puzzle is not yet completed. Consetiyiethis research examines the persistence of
France’s anti-GMO stance in addition to the pdticontext at critical junctures in the
development of the French regulatory framework.

In order to understand French non-compliance ie fhomain of agricultural
biotechnology, | conduct a historical institutioisaistudy of public policymaking and adaptation
in this domain, pulling also from multi-level gowance and implementation studies. Studies of
the EU require this type of multi-pronged approarchthis dissertation, | focus on a single
member state, which is embedded in the EU’s stra@s well as in the context of global trade.
Singularly, each of these approaches would mis®itapt layers of context that are needed to
understand the issue area and the evolution ofrébalatory framework created to address
agricultural biotechnology. These approaches aed as complements to each other, as | explain
in Chapter 1.

Historical institutionalism is the center of theulttpronged approach, as it lends
important key concepts to the study — timing, segaepath dependence, and critical junctures.
In addition, inherent in an institutionalist appchas the recognition of the historical legacy of
laws, regulatory policy, rules, and institutiondjigh are not easily altered, thus contributing to
the “stickiness” of institutions. The historical nignsions of this theoretical approach
acknowledge the political and legal traditions thlaape the context of policymaking in France
and can set limits for interest group participatigvhile historical institutionalism provides the
foundation for the study, multi-level governancel amplementation studies provide additional
theoretical and conceptual support to my findilgse multi-level governance framework allows
me to address the influences and pressures extertted EU on the policymaking process, while

implementation studies help me define importamhein the implementation process.



As such, this study adds to the historical insbnalist literature by showing how
national and subnational institutions matter inithplementation processes of EU policy within
member states. In addition, it helps reveal in mdetail the domestic hurdles to policy
implementation and enforcement that the EU faceanimssue area that it sees as a cornerstone
for its progress and competitive viability. | hast@osen the case of France for this study not only
because is it one of the founding members of th@aan Union, but because it also continues
to play an incredibly important role in EU policykiag, particularly in the issue area of
agriculture. Biotechnological advances in GMOs &l products have become central to
discussions of improving agriculture, competitivesieand trade at the EU level; yet, France
resists EU promotion of GMOs and GM products.

An in-depth, single case study of France also idess a foundation for future
comparative studies of EU member states. By detpihe evolution of the institutional structure
of the GMO regulatory frameworks at the EU- andestavels, | demonstrate not only that
institutions matter in the case of French non-ceamgke, but also how they matter. While the
particulars of the triggering events and the ingtihal structures in France may differ from the
particulars of the development of the regulatognfeworks in other anti-GMO member states,
the conclusion is the same: institutions matterifigplementation. Although the populations of
anti-GMO member states may exhibit high levels okiety about GMOs and GM food,
domestic public opinion does not explain the nompliance of the member states with EU
public policies. This case study shows how pubpmmn became translated into institutions
within France at critical junctures brought on hg public health and food safety scandals of the

1990s.



As a result, this study can be used to explorecalgural biotechnology regulation in
other states in future, multi-case comparativeistidBy studying these obstacles in the French
case and the role of domestic institutions in aatagt, the approach serves as a template for
studies on the implementation of EU legislatiomiher member states. Future studies can make
use of the details from this work to discover hawstitutions matter in the implementation
processes of other member states. For examplen@mand, research may focus on comparing
other non-compliant states to France: were theeesime triggering events? Is anti-GMO
sentiment institutionalized in the regulatory framoek? Is public opinion included in
policymaking? On the other hand, future studieddceompare the case of France to compliant
or pro-GMO states by exploring the possible absearideiggering events or by reviewing the
institutional structures of the domestic regulateygtem.

While the lessons drawn from a study of France ctie applied in their entirety to
other EU member states due to variation acrosomstin their domestic institutions and
potential triggering events, this study shows hawstitutions matter in the process of
implementation, and thus must be studied when faphi issues of non-compliance among the
member states. Conclusions from this study helpater understand how the EU should move
forward in order to overcome obstacles to implemgon. This work highlights the value of
looking at the role of domestic institutions in timeplementation phase, for policymakers and
scholars.

The existing scholarship on French resistance M6 illustrates how public concerns
about GMO regulation were originally linked to tEeiropean food safety and public health
scandals of the 1990s. However, since the catatgticnent when American GM soybeans

arrived on European shores in 1996, there have bheacientific analyses that have definitively

10



linked GMOs to major human health risks or to emwmental destruction. In addition, the actual
number of human fatalities from the mad cow diseastereak’ — considered one of the main
triggering events of GMO opposition — has only amted to a tiny fraction of the original
predictions of up to 500,000 deaths. And, despteessmall-scale food safety concerns, Europe
did not experience any major crises between 20@D 2010 Yet, even without scientific
confirmation of the public’s worst fears, high de#dlls from earlier crises, or new scandals to
keep the public mobilized, French public opiniors hamained overwhelmingly hostile to GMO
approvals. Moreover, GMOs have maintained a cohgiasition on the policy agenda.

The European public health and food safety scanofathe 1990s also allowed interest
groups to frame agricultural biotechnology as tipegferred: as a public health issue, as an
environmental issue, and as a consumer rights.i3$ue work illustrates how the framing of the
issue of agricultural biotechnology, the timingtbé creation of the institutions responsible for
regulating GMOs, and the frequent actions of domésterest groups in France led to a reversal
of France’s position on GMO approvals at the Elkleand to entrenched opposition to GMO
approvals by the French public. Thus, it examinath bhe triggers that contributed to France’s
reversal on GMO approvals at the EU-level and tkesiptent opposition to GMOs among

French citizens.

" There were 226 confirmed cases as of 2011. NCJDRSLIL. “Variant Creutzfeldt-Jakob Disease Curi@ata
(November 2011).NCIDRSUSite http://www.cjd.ed.ac.uk/vcjdworld.htifaccessed February 28, 2012).

8 1t should be noted that a major food safety evertEurope’s worst recorded outbreak B$cherichia coli
infection” — occurred in late Spring of 2011. Genydirst reported an ongoing outbreak Eécherichia coli(E.
coli) infection on May 21, 2011, and France and otkeges reported clusters in the following weekstolal, there
were over 4,000 cases &. coli infection, including 53 deaths. The infections &eventually traced to the
consumption of contaminated fenugreek sprout segdish were imported from Egypt and cultivated iar&pe.
Marian Turner. “Reform falters after Europe’s dali scare.” Nature. Vol. 485. Issue 7400. May 20, 2012.
http://www.nature.com/news/reform-falters-afterane-s-e-coli-scare-1.10738ccessed June 5, 2012).

11



Resolving the Regulatory Deadlock

In an attempt to resolve the regulatory deadlookr &@MOs, the European Commission
announced an amendment in April 2010 that woulce glhve member states “the freedom to
allow, restrict or ban the cultivation of GMOs oarpor all of their territory,” while also leaving
“unchanged the EU’s science-based GM authorisatigem.® The proposal would amend
Directive 2001/18/EC on the deliberate release th® environment of genetically modified
organisms, and it has been working its way thraihghrelevant EU institutions since July 2010.
As of July 2012, the European Parliament has addealraft of the proposal, while the Council
of the European Union (the Council) has not yethed an agreement because of continued
concerns about “the legal compatibility of somevsmns in the proposal with WTO and EU
internal market rules®

Even though the regulatory impasse has reachedt@mable position, both at the EU-
level and within France, the Commission’s approsxhiesolving it is wrongheaded. Shifting
power back to national authorities will not sucéekg resolve the issues of non-compliance that
the EU faces in this policy domain. For one, in moember states, the EU garners more trust
and confidence in its ability to regulate bioteclogy than Europeans express for their
respective national authorities. Although Européarenfidence in the EU authorities to
effectively regulate biotechnology policy hit al-@ine low during the wave of food safety and
public health crises in the 1990s, public opiniatigphave revealed a fairly steady, upward trend

in trust since 1999. Moreover, Europeans have egprka positive outlook on EU legislation in

19 European Commission. “GMOs: Member States to kergfull responsibility on cultivation in their titories.”
Press Releases RAPIBttp://europa.eu/rapid/pressReleasesAction.doznede=IP/10/92Taccessed July 2012).
2 European Parliament. “Procedure File. Genetiaalbgified organisms GMOs: possibility for the MemiStates
to restrict or prohibit the cultivation of GMOs intheir territory.” Legislative Observatory.
http://www.europarl.europa.eu/oeil/popups/ficheaare.do?id=586551#basicinformati@tcessed July 2012).
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the domains of biotechnology and food safét@ne of the main critiques of EU biotechnology
legislation is not about its content, but that B\ is not properly enforced. Relinquishing power
back to the member states would not address thejsutoncerns about the ability of authorities
to effectively regulate GMOs; it would simply shifte blame for perceived ineffectiveness from
EU authorities to national ones, leading to a frttrosion of trust.

Secondly, shifting the power back to national artles would not address the
overwhelmingly negative attitudes towards agriaakuniotechnology in Europe. Europeans are
not anti-GM food because they believe that the Eldsdnot have the ability to regulate it,
although there are some concerns. While both optimabout biotechnology applications and
confidence in regulatory authorities have fluctdateer the last twenty years, the European
outlook on GM food has been persistently negatkeropeans reject GM food on several
grounds; for example, they conclude that GMOs asate for individual and public health and
that they are harmful to the environment. The nigjasf Europeans also do not believe that
there is an economic benefit to producing GM crapfod, due to fears about the consequences
of an increasingly globalized and industrializeddochain. Environmental groups criticize the
amendment as an attempt to sneakily (and perhggally) push GM food onto European
plates

Creating a way to fast-track GMO approvals at thel&vel, but then allowing member
states to determine whether the GM crop will beivatled and under which standards, not only

ignores the many elements that make up anti-GMituddts, it plays upon one of the European

2L TNS Opinion & Social. 2010. “BiotechnologySpecial Eurobarometer 341 / Wave 73Brussels, Belgium:
European Commission. 29, 30, and &@p://ec.europa.eu/public_opinion/archives/ebs/88&_en.pdf(accessed
July 2012). 153-166; TNS Opinion & Social. 2010o0td-related risks.Special Eurobarometer 354 / Wave 73.5
Brussels, Belgium: European Commission. 60-68.

2 EurActiv with Reuters. 2010. “EU to overhaul GMoprapproval systemAgriculture and Food — Newsune 4.
http://www.euractiv.com/cap/eu-overhaul-gm-crop-apal-sys-news-49489&ccessed July 2012).
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public’'s fears about food-related risks. Over 40%Eoropeans do not believe that public
authorities see “the health of consumers as beimig important than the profits of produce?s.”
Recurrent statements by EU institutions based amna@uic arguments — that agricultural
biotechnology is important for the EU’s competitiess in the world market and for economic
growth — only bolster the image that the EU’s préioo of GMO cultivation is founded on
economic interests and ignores public health and &afety concerns.

Finally, the Commission’s attempt to resolve the GNksue is a solution to the
regulatory deadlock only at the EU-level. It prasda way to streamline and advance the GMO
approval process within the EU institutions, witie tgoal of approving more GMOs. The EU is
not consideringf it should allow GMOs to be cultivated, but rathehich onesshould be
approved. Agricultural biotechnology is seen asracial part of the EU’s development
strategie$? Thus, the European Commission has accepted GM@wgip as a necessary part of
its long-term economic goals. In contrast, at trember state-level, many Europeans are still
debating if GMOs should be approved at all. Thaufaito recognize the difference in the core
concerns of the debate at each level of governbaseesulted in théialogue des sourds

In the case of France, tlitalogue des sourds happening in two ways: in the debate
between the EU and France, and in the debate betteepro- and anti-GMO sides within
France. As a result, the Commission’s proposed dment will not resolve the regulatory
deadlock in France, if “resolution” means allowi®@MO approvals. Due to the timing of
reforms and the creation of the agencies respan$ibl GMO regulation, anti-GMO sentiment

was institutionalized in the French risk assessnmotess. Currently, GMO opponents are

2 TNS Opinion & Social. “Food-related risks.” 65.

4 Eleni Zika, llias Papatryfon, Oliver Wolf, Manu€lémez-Barbero, Alexander J. Stein, and Anne-K&&ak.
2007.Consequences, Opportunities and Challenges of MoB@technology for EuropeJRC Reference Report.
The Bio4EU Studyhttp://ftp.jrc.es/EURd0c/22728-ExeSumm.fd€cessed July 2012).
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incorporated into theComité économique, éthique et socfiiconomic, Ethical, and Social
Committee — CEES) of thdaut Conseil des Biotechnologi@digh Council on Biotechnology —
HCB).?> And, despite hopes that the HCB would resolveditraestic regulatory deadlock while
allowing different opinions to be heard, consensn<GMO dossiers within the HCB has been
scarce. The European Commission claims that itsndment will give the member states the
“freedom” to decide whether to cultivate or ban G8/kased other factors outside of scientific
assessment, including political and economic matwa or preservation of national policies on
biodiversity?® But members of the Council, including France, gjoeshe legal compatibility of
parts of the amendment with WTO and EU internal kearules?’ Again, allowing member
states to enact domestic restrictions or bans pnoapd GMOs would not relieve the impasse
that has developed in the GMO approval processoutld simply shift the vulnerability to WTO
complaints and proceedings to the individual mensketies that maintain GMO bans.
Dissertation Roadmap

This dissertation demonstrates why the Commissigoroposed resolution to the
regulatory deadlock would be unsuccessful, speti§ian the case of France. The study begins
in Chapter 1 with an overview of the historical i of the development of agricultural
biotechnology as a scientific process and of tht@lrregulatory responses to that development.
Chapter 1 also reviews the implementation litegtUturopeanization literature, multi-level

governance literature, and the historical instolist approach, before broadly addressing the

% The HCB is a two-committee council in France tpabvides opinions on GMO dossiers to the French
government based on scientific and on socio-econiami ethical assessments.

5 European Commission. 2010. “Communication from @mmmission to the European Parliament, the Council
the Economic and Social Committee and the Commiitébe Regions on the freedom for Member Statetetide

on the cultivation of genetically modified cropsJuly 13. Brussels. COM(2010) 380 finahttp://eur-
lex.europa.eu/smartapi/cgi/sga_doc?smartapi!calsymod!DocNumber&lg=EN&type doc=COMfinal&an_doc=
2010&nu_doc=38@accessed July 2012).

2" European Parliament. 2012. “2010/0208(COD) - O@0B2 Debate in CouncilLegislative Observatory.
http://www.europarl.europa.eu/oeil/popups/summaryid=1196575&t=e&I=erfaccessed July 2012).
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multi-level governance aspects of EU policymakimgl anember state implementation in this
policy domain. Chapter 1 concludes with a more itigtadiscussion of the project’s hypothesis
and its methodological approach.

Chapter 2 reviews the triggering events that frhtine debate on GMOs and shows that,
before these scandals, there was significantly éggmsition to GMOs in France. Chapter 2
examines three major public health scandals in f@aurduring the 1990s: the tainted blood
scandal in France, the mad cow crisis in Grea@aBritand episodes of dioxin contamination in
Belgium. By reviewing these cases, the chapteibéskes the environment into which the issue
of GMOs was introduced. The chapter also connéetsoncept of “blame,” and the role that it
played in these crises, to the development of ey linkage between GMOs and tainted
blood, mad cow disease, and dioxin contamination.

L’affaire du sang contaminéhe HIV-tainted blood scandal) was the first odeaies of
triggers that elevated the domain of public hetdtla prominent position on the policy agenda.
The scandal also provoked the French public’s fahmut the government’s ability to regulate
issues of public health. Furthermore, it raisedceons about the influence of industry in
governmental regulation. In the mid- to late-1990& mad cow crisis presented as another
triggering event that pushed French public opinioward an anti-GMO position. The crisis
raised the profile of food safety as a salient ggollomain. And like the HIV-tainted blood
scandal, it reinforced concerns that the Frenclegowent could not effectively regulate food
safety issues. Coupled with the dioxin contamimatepisodes, the mad cow crisis bolstered
claims that industry interests were more heavilyghvied than the greater good in regulatory

decisionmaking. In addition, these food safety dadmraised concerns about the EU’s ability to
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effectively regulate food safety for the Common kr And, the dioxin contaminations kept
food safety at the forefront of the public’s comgmness.

After these triggering events, public perceptidpuablic health and food safety as salient
policy domains was elevated. It was into this atyxr@lden environment that the issue of GMOs
was introduced. Chapter 3 provides the context iOGegulation at the EU-level, including a
review of the EU institutions and legislation redev to the EU regulatory framework for
agricultural biotechnology. The chapter also rewethe international agreements and trade
relationships that shape EU policy developmentluoing how the European regulatory
framework has developed in contrast to the Ameritamework. Together, the review of the
legal framework and the regulatory system for adtcal biotechnology illustrates the EU
policymaking process for the regulation of agriatdd biotechnology.

While the authority for biotechnology regulationtg across several EU institutions and
policy domains (like the environment, health, indysand agriculture), the EU regulatory
framework for GMO approvals and monitoring is héaWased on scientific assessment. Less
weight, if any, is given to environmental and seecmnomic concerns. The regulatory
framework in France, however, considers more thast $cientific data in its risk assessment
process. As a result of the triggering events,-@MIO interest groups challenged GMO
approvals in France on environmental, consumetgjgind public health grounds. The French
government then validated these positions whenreated institutions with channels for
“‘democratic inputs,” through which the public coyddovide its feedback on the issue. The
decision to include public input in the policymadiprocess not only gave credence to the
opposing side as a legitimate position, but it alabdated the inclusion of public opinion and

non-scientific expertise in risk regulation. As asult, the French institutions that were
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subsequently created to regulate GMOs all provatete for public opinion to be incorporated.
This means that the French government has forroetigted channels for GMO opponents in the
decisionmaking process.

The resulting differences in the risk assessmemtgsses at the EU-level and in France
contribute to French non-compliance with EU biotembgy regulation. French regulatory
authorities consider other factors, in additiorsteentific data, in their risk assessments of the
possible effects of GMOs. Because the EU doesartider those factors in an institutionalized
manner, the French see EU assessments as incompletdh has lead to France’s repeated
invocation of the safeguard clause. The problem tets reproduced in the international forum
of the WTO.

Chapter 4 focuses on the development of the Fremghlatory framework, and how it
came to incorporate non-scientific expertise inrigk assessment processes. In this chapter, |
review the role of French officials, organizatioasd institutions in the regulatory framework
for agricultural biotechnology. While France hadeefively resisted implementing the EU
legislation in this domain, a look at French doneeattors reveals that they are not unified in
their stance on GMOs. Chapter 4 explores the vaasitions of the different domestic actors,
and the role that these actors play in the polidgnta process at the EU-level and the
transposition process at the national-level. lpalsaces the development of the domestic
institutions responsible for agricultural bioteclogy regulation. The recommendation that non-
scientific expertise be considered as an inpuh@risk assessment of GMOslanConférence
Citoyenneled to later, more permanent institutions beingnied with a place for social and
ethical considerations (rather than just scientdic economic), laying the groundwork for

continued conflict between the EU approval pro@ssthe French approval process.
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Chapter 5 delves into the elements of Frenchtessie to agricultural biotechnology and
GM food. To do so, it examines public opinion sys@n biotechnology and food-related risks
administered by the EU. The survey data illustfatench awareness of and attitudes towards
agricultural biotechnology and GM food over timehigh in turn reveals that the French are
fiercely anti-GM food and highly worried about fooelated risks. From the survey responses, |
conclude that efforts to resolve the regulatoryditezk that focus narrowly on scientific
assessment or economic arguments will be unsuctess they will never be sufficient in
addressing all of the issues raised by the antit@dement. The legacy of the scientific failings
in the HIV-tainted blood scandal and the mad cosicremain. Europeans harbor concerns that
scientists cannot anticipate unexpected problemacourately assess the long-term effects of
GMOs. There is also a general distrust of the gowent’s motives for promoting GMOs,
anchored in the belief that public authorities carere about producers’ profits than they do
about the protection of public health.

In addition, Chapter 5 reviews several anti-GM@iiest group$ that have been at the
forefront of French resistance and the varied cptuadizations of the issue of GMOs: as an
issue of safety and health, consumers’ rights, éashrights, and globalizing forces. The early
linkage of GMOs to other food safety scandals reblgeti-GMO groups frame the issue in the
way that they desired. These interest groups hawgributed to the entrenched opposition to
GMOs among the French public, in part because tteaye been able to maintain continued
support for their positions with frequent, highlisible actions. Their respective messages are

not only appealing to the French public, but they eompatible among the different interest

% Chapter 5 reviews a consumers’ rights grodsspciation Consommation, Logement, Cadre dg, \de
independent research organizati@omité de Recherche et d’'Information Indépendastede genie Génétiqlie
an environmental protection organization (Greenpdaance), and a farmers’ union that has also be@ived in
the anti-globalization movement¢nfédération Paysanjhe
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groups. In this way, environmental, consumer rightsd public health interest groups are not
competing for support; rather, they can collabossith and support each other’s efforts. The
public opinion surveys reflect the anti-GMO messafythe interest groups.

The final section summarizes the findings andrsft®nclusions that can be drawn from
this research for future projects. Although lesst@@ned from the case of France cannot be
wholly applied to other member states, the recammthat the GMO debate is happening on two
levels, each with different core issues, is an irtgga conclusion, which can be explored in other
member state cases. Finally, | offer suggestionfutare research projects that can build on this

case.
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Chapter 1. The Conceptual Framework

Before delving into an analysis of the contemppiEEmropean regulatory framework for
agricultural biotechnology, it is important firgt provide a historical context of the development
of agricultural biotechnology as a scientific pregeTo that end, this chapter defines basic
concepts of agricultural biotechnology and of rslsessment, and it details the initial regulatory
responses in Europe and in the United States taekielopment of agricultural biotechnology
processes. Chapter 1 then presents a more detissleassion of this project’'s hypothesis and a
review of the relevant literature in implementati&@uropeanization, and multi-level governance
studies. These literatures provide a foundatiowbich the methods of this project are built, and
a discussion of the historical institutionalist eggch and methodological framework is included.
Finally, this chapter broadly addresses the maitel governance aspects of EU policymaking
and French implementation in this policy domain.
The Development of Agricultural Biotechnology Regulation

Policymaking in the European Union occurs withicamtinually developing system of
multi-level governance. While some policy domaimsd remained under the direct control of
national institutions, member states have cede@rsmnty over a number of different issue
areas to the institutions of the EU. In additidre Europeanization of national policymaking has
led to adjustments in domestic institutions and egoance structures. These adjustments,
however, do not represent a complete integratiordarhestic policies into EU governance
structures and systems. This remaining divide edibg apparent in the phase of policy
implementation. During this phase, national institual differences lead to variations in the
adoption of EU policies among the member statesiebheer, variation in implementation can

appear within individual states when policies isirgle issue area are compared. Why is it that

21



the implementation of some policies by the memlates meets the standards set by the EU,
while seemingly similar policies do not? In orderunderstand this variation, one must look at
the national institutions responsible for policy pilementation within the context of their
interactions with the multi-level governance stuuetof the EU. The issue area of biotechnology
illustrates how this variation within a state cacuar.

What is agricultural biotechnology?

Biotechnology refers to the process of genetic megying, which, broadly defined, is the
manipulation of heredity or of hereditary matemath the goal of altering cells and organisms
so that they produce more or different chemicadsplting in new or “improved” functiorts.
Such manipulation has occurred for as long as harhame cultivated crops and bred livestock.
However, since the end of World War I, scientificeakthroughs have evolved into the
“molecular revolution” of genetics, leading to thmicrogenetic engineering that has
distinguished late twentieth-century and early tiydinst century genetic engineering from
earlier method$.Combined with innovations in electronics and infation technology, this
contemporary form of genetic engineering undergingsdevelopment of a new “expert system”
known as the “bio-industrial complex."New techniques, scientific knowledge, systems of
classification, professions, and professional speetions come with this new system. And, as a
result, public policy makers are faced with hangllinese changes, the uncertainty of the impacts

of these advancements and their products, and gb&ntial risks. Policymakers must therefore

! Peter Wheale and Ruth McNally, “The Social Managetof Genetic Engineering: An Introduction,” The
Social Management of Genetic EngineeriMgheale, von Schomberg, Glasner, eds. (Aldersbét, Ashgate
Publishing Ltd, 1998): 1.
2 Wheale and McNally 2. Microgenetic engineeringjésietic manipulation at the molecular level, whicakes it
Eossible for scientists to combine genetic matdraah totally unrelated species.

Ibid 2.
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deal with public concern over potential health angdironmental hazards, while also balancing
the commercial and research interests of the stieeodmmunity and of industry.

The EU has named biotechnology as one of the kehntdogies needed for sustainable
development, particularly in areas of economic dgvenvironmental protections, and public
health? The EU divides current applications of biotechmggionto three main fields: medicine
and healthcare; industrial production processegrggm and the environment; and primary
production and agro-footl.Yet for policymakers, these categories are ndtttrbounded.
While regulation of biotechnology processes candhaded into these three groupings, the
overlapping nature of the ever-growing fields obtbthnology is reflected in the numerous
policy domains that claim the right to regulateteahnology and its products. Biotechnology
can be thought of (alternately or simultaneous$yadarade, agricultural, environmental, or public
health issue. Applications of biotechnology in fledd of primary production and agro-food are
often characterized as having economic, environateand public health significanée.

The policy issue area of primary production andoggod biotechnology has been
established as important to the progress of the Hblvever, the EU has recognized that
implementation of legislation in this particulaelfi has “proven to be difficult,” in part because
of reluctance on the part of member states to ittansdetween the former legal framework on
genetically modified organisms and the new framéwand also because of the negative public
perception of GM food. While the European Commission has acknowledgedttigaissue of

governance is central to implementation of thesdicips and has tried to improve

* European Commission (2007) EUR 22728: A Joint Rekeaentre Reference Report - Consequences,
Opportunities and Challenges of Modern Biotechnplimg Europe.

® EUR 22728. The different categories of biotechggloapplications may also be referred to as
biotechnologies” (medical); “white biotechnologiggidustrial); and “green biotechnologies” (agricual).

® European Commission (2007) SEC 441: A Communinaticthe Council, the European Parliament, the femo
Economic and Social Committee and the Committeth@fRegions on the mid term review of the Strategy ife
Sciences and Biotechnology.

" SEC 441, 6-7.

red

23



implementation by developing applications speciftc individual member states, the EU
continues to meet resistance to implementationtarithve problems with policy enforcemént.
The Commission has noted that this “gap betweeriguierception and the agreed legal
framework on GMOs has to be addressed” in futurerittiatives’

Thus, this “bio-industrial complex” has been crdats a consequence of advances made
in microgenetic engineering research. With this rsgatem have come new uncertainties about
the impacts of these advancements and potentkd. rss a result, public policy makers must
manage these new changes. As Smita Siddhanti pmitit8Social management of technological
development faces the essential requirement ohbilg the benefits of the technology to the
public against the potential harm of its applicati&® Accordingly, policymakers must deal with
public concern of potential health and environmeertazards, in what is termed “low-
probability-high-consequence” technological aciest Because new technologies could possibly
create many risks, determining which risks are abciacceptable becomes an important
national issue. In order to regulate the genetidifreation of plants, animals, and human
genetic material, particularly with respect to th@soducts that are deliberately released into the
environment, policymakers have had to respondisontéw area of advanced biotechnology with
systems of risk assessment and risk management.

The concepts of risk

The concept of risk is not limited to the issueaané biotechnology, or more specifically

to GMOs and their inclusion in food sources. Riskynbe similarly considered for policy

decisions in security, environment, health carel atiher technology issue areas, for example.

8 SEC 441, 7.

9SEC 441, 7.

19 Smita SiddhantiMultiple Perspectives on Risk and Regulation: TheseCof Deliberate Release of Genetically
Engineered Organisms into the Environm@éw York: Garland Publishing, Inc., 1991): 4

24



Academic interest in risk and risk management haseased in the last two decades. This may
be attributable to increasing expectations of gaded security within these areas, or in light of
scientific breakthroughs and the emergence of abewnof large-scale, high-technology
advancements. Consequently, within such a broad range of isseasa one can find numerous
definitions and uses of the concept of risk.

Christopher Hood and David Jones address thisisistency in the literature by looking
at the use of the words “risk” and “hazard.” Thouften used interchangeably, Hood and Jones
point out that the concepts are distinct. “Risk’se&d to “comprise perceptions about the loss
potential associated with the interrelationship agathumans and between humans and their
natural (physical) environment, biological, teclowptal, behavioural and financial
environments — a complex that may conveniently beméd the ‘risk environment*?
“Hazard,” by contrast, in general means “a phenanesr circumstance perceived to be capable
of causing harm or costs to sociel§.Thus, while “hazard” more specifically addresses t
cause of the perceived adverse consequence, ‘igsk’broader concept that is concerned with
the assessment of consequences or exposure tdhdmeecof loss. In this way, hazard is a
component of risk.

The questions of risk analysis and managementrditised upon the discipline in which
they are situated. No single comprehensive andyiated approach encompasses the three
subfields of risk management, classified as nato@abrds research, disaster research, and risk
analysis** Furthermore, these subfields are interrelatedchvhaidds to the lack of clarity in the

field. Risk management, then, becomes difficuktliecidate because of the variety of definitions

1 Christopher Hood and David Jones, “Introductioim”Accident and Design: Contemporary debates in risk
managementHood and Jones, eds. (London: Routledge, 1998): 1

2 Hood and Jones 3.

¥ Hood and Jones 2.

*Hood and Jones 5.
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for risk. But generally the management of risk mlerstood as “a process involving the three
basic elements of any control system, namely gettirg (whether explicit or implicit),
information gathering and interpretation, and actio influence human behavior, modify
physical structures or botf™In public policy, risk management typically reféssan analytical
technique for quantifiably measuring estimatedsisk a course of action, and then evaluating
those risks against the estimated benéfits.

Additionally, there are a number of fundamentalsgiems — which do not always have
answers — that underpin these three elements:

Who is to bear what level of risk? Who is to benfbm risk-taking? ...Where is

the line to be drawn between risks to be managethéystate, and those to be

managed by individuals, social groups or corporat...Who evaluates success

of failure in risk management and how? Who decideswhat should be the

desired trade-off between different risks?
As noted, not every question may be answered duh@grocess of risk management, but each
is likely to be considered. More broadly, risk mgeaent can be considered as all regulatory
measures, or as the range of activities neededofoing with risk. Yet while risk management
includes identification and evaluation of riskjgtnot the same as risk assessment. Assessment
may be construed as a more scientific process,ewmidnagement occurs at a political or
bureaucratic levef® but these spheres are too enmeshed to be clespdyased out. Rather, we
can think of assessment as part of the processkofranagement.

Societies deal with risk in the form of regulatidtisk regulation, as a concept, can be

defined as “governmental interference with marketsocial processes to control potential

% Hood and Jones 6.
8 Hood and Jones 6.
"Hood and Jones 6.
8 Hood and Jones 8.
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adverse consequences to healttiThus risk regulation is specifically the politicpect of risk
management, meaning the moment that a governmeotmas clearly involved in the process.
This does not mean, however, that risk regulatiothe political sphere operates in isolation; the
distinction is made simply for identifying risk n@lgtion as an outcome of a political process.
Some scholarship has focused on the developmehedfegulatory state” in response to a “risk
society” in looking at the social handling of riskher works have addressed the development of
an “audit society? These works reveal that not only does the undwistg of risk and of the
response to it vary across policy domains, busi aaries across cultures.

In the domain of biotechnology, governments wenest fconcerned with safety
regulations for laboratory practices and fielddeBut over time, as the products and innovations
of those laboratory processes became market-rgatlgymakers had to respond to the growing
area of advanced biotechnology with new regulationbkile balancing public concern of
potential health risks and environmental hazardhk Wie commercial and research interests of
the scientific community and of industry. As a wdoEuropean states have been much more
cautious in their risk assessment and managemeanatically engineered agricultural products
than their North American counterparts.

Blame

In his research, Hood makes a connection betweerdévelopment of risk regulatory

regimes and blame. Inherent in the process of negkilation is the personal risk that public

officeholders are taking, which Hood labels “blamisk.”?* Hood takes blame risk into

9 Christopher Hood, Henry Rothstein, and Robert ®ald The Government of Risk: Understanding Risk
Regulatory Regimg®xford: Oxford University Press, 2001): 3.

' Hood et al. 4-5. See this source for a brief nevig Majone’s “The Rise of the Regulatory StateErope,” and
also Power'sThe Audit Society

2L Christopher HoodThe Blame Game: Spin, Bureaucracy, and Self-Prasierv in Governmen{Princeton:
Princeton University Press, 2011): 5.

27



consideration as a variable in the decisionmakirgggsses of regulators. He defines blame as
“the act of attributing something considered toHasl or wrong to some person or entity.”
Hood goes further by breaking blame down into ttemnents. Perceived avoidable harm or loss
(PAH) is “something that is seen as being worsesfoane person or group than it could have
been if matters had been handled differemtfyWhereas, perceived responsibility or agency
(PR) indicates that “harm was avoidable becauswas$ caused by acts of omissions or
commission by some identifiable individual or orgation or possibly some more abstract
institution such as ‘capitalism’ or ‘patriarchy** These elements of blame may vary based on
the case and the timing of an event.

Public officeholders may care about the risk ofni@afor different reasons, partially
based on their position:

Elected politicians will care about blame if théynik it will reduce their chances

of re-election. Managers will care about blamehi\t think it will reduce their

prospects of promotion, bonuses, staying in thefrent jobs, or moving on to

better ones. Professionals will care about blantleely think it will diminish their

reputations in ways that could damage their careepsoduce expensive lawsuits

over malpractice. Front-line bureaucrats will cab®ut blame if they think it will

cost them their jobs or their bonuses or their ckarof promotion, or bust them

back down the ranks.
Position, of course, is not the only variable inedmining how an individual may address the
possibility of blame risk. Hood notes that persapaind psychological needs also motivate

responses to blame risk. More importantly, thouighhis assertion that social settings and

institutional backgrounds play a part in resporieddame risk.

2 Christopher HoodThe Blame Gamé.

2 Christopher HoodThe Blame Gamé,

%4 Raanan Sulitzeanu-Kenan and Christopher Hood,niBlévoidance with Adjectives? Motivation, Opportyni
Activity and Outcome.” Paper presented at the EQBIRt Sessions, Granada, April 2005, as cited iadH&.

% Christopher HoodThe Blame Gam@.
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Hood outlines several different strategies to deah blame risk for policymakers;
however, | focus on the particular policy strategyabstinence due to its particular relevance to
the French GMO case. Abstinence is one approatiatoe avoidance. Some “forms of blame
avoidance are anticipative — they involve effoatsstop blame before it starts’.2® Abstinence
is anticipative; it is a “just say no” strategy tHaneans choosing not to operate or provide
facilities or services... that attract blame or hthe potential to do s&” In short, policymakers
or public officials refuse to provide particulam@ees or make decisions on issues for which
they anticipate a high blame risk. Although abstoeemay avoid some blame, it can still leave
public officials susceptible to blame from the ogjpe directior® as we will see in the case of
GMO regulation in France.

Initial regulatory responses to biotechnolagyEurope and the United States

Recombinant DNA techniques were central to theragienetic engineering “molecular
revolution” in the early 1970s. While scientistsreveexcited about the new opportunities for
research available through this method, they wisiee @ncerned with the uncertainty around the
level of risk and the potential for biohazafdsAs a result, in 1974 the international scientific
community accepted a self-imposed moratorium otageexperiments involving recombinant
DNA methods that were deemed too risky, in ordegrigage in debate over the place of these
methods in research prografisThe main actors in this debate, which centeredhenuse of
antibiotic-resistant plasmids in the recombinantDpfocess, were the United States and Great

Britain. The differences in the American and Bhtisesponses to the perceived risks of

% Christopher HoodThe Blame Game: Spin, Bureaucracy, and Self-Prasiervin Governmens.

%" Christopher HoodThe Blame Game: Spin, Bureaucracy, and Self-Prasiervin Government02.

8 |bid 104. The “opposite direction” refers to inifiuals, groups, institutions, etc. who do wantaeto be taken in
the particular policy domain. Therefore, they arqgainst abstinence. In the case of GMOs, biotdolggo
industries and pro-GM farming lobbies come from‘tgposite direction.”

2 Wheale and §Nally 40.

% Wheale and §Nally 42.
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recombinant DNA procedures reveal the divergencesik management between the United
States and Europe.

In the United States, the National Institutes ebth (NIH), a federal agency, stepped in
and composed a series of recommendations, whictedumto and were issued as the NIH
Guidelines for Research Involving Recombinant DNAl&tules’* The 1976 NIH Guidelines
provided a classification schema based on the arpat type’s potential biohazard level. They
also prohibited some classes of experiments that wieemed too risky. In addition, the
Guidelines outlined containment measures of how‘pimperly” handle certain pathogens
involved in the processes.

Besides the procedures for the methods of expetsnéne Guidelines also laid out
procedures for adherence. Each institution wishongngage in recombinant DNA activities was
required to appoint a Principal Investigator (FiYlan Institutional Biohazard Committee (IBC)
for the project. In turn, the Pl and IBC were rasgble for their project’s adherence to the NIH
Guidelines. Thus, although the NIH was the majagulatory agency responsible for all
recombinant DNA activities, monitoring and compbanwere left up to each research
institution’s own PI and IBE? In short, implementation and enforcement of th&6LHIH
Guidelines were left in the hands of the scientisiag the recombinant DNA methods.

Unlike the American experience, in which the NIHasvresponding to questions of
potential risk in an ongoing debate, the Britisipenence was shaped by public alarm resulting
from the escape of pathogenic smallpox microorgasifrom a laboratory that had left two
people dead in 197%3.In response to this event, the British governniemhed an investigative

committee to report on the safety of laboratorre4974, followed by committees to address the

3 Wheale and §Nally 47.
32 \Wheale and ¥Nally 50-51.
% Wheale and §Nally 51.
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resulting recommendations. These committees indlutteee working parties that were
established in 1975 — the Ashby Working Party, \t#idiams Working Party, and the Godber
Working Party — that in turn offered recommendadiom how to create a regulatory system for
genetic engineering experimenitsLike the NIH Guidelines, the recommendations ttame
from these committees also required a classifinagistem of potential hazards and containment
measures, though the Ashby Report pushed for ntongent criteria, meaning that only weaker
strains of pathogens could be used for experinténts.

Also in contrast to the American response wasctrelusion of the Williams Report; it
proposed that the UK advisory body for genetic regiing not be composed solely of technical
experts in the field. In 1976, the European Molacwiology Organization (EMBO) standing
advisory committee suggested that states that atflowxperimentation involving genetic
engineering should adopt either the Williams Remorthe 1976 NIH Guideline¥. European
states largely adopted the guidelines from theisvilE Report. As a consequence, differences
that exist today in American and European risk l&gan can be traced back to the diverging
American and British responses to the potenti&srisf genetic engineering of the 1970s. Risk
assessment and management vis-a-vis the realmnetigesngineering during this time was
directed at understanding and containing risks ha kaboratory. But, as knowledge and
developments progressed and scientists were reafilgld-test and then market their products,
the issue of risk was reassessed in terms of emmieatal and food safety as well.

Europe’s more cautious approach to the regulatfayenetic engineering was reinforced
in the mid-1990s. As a result of the “mad cow” dise crisis, the dioxin contamination of

chicken feed, the foot-and-mouth disease outbraak, fears over growth hormones in beef,

3 Wheale and §Nally 52.
% Wheale and §Nally 53.
% Wheale and ¥Nally 54.
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there was a growing public distrust in food safgbvernance. Christopher Ansell, Rahsaan
Maxwell, and Daniela Sicurelli trace the shift ierpeption more specifically to 1996, which
they label as thannus horriblisof European food safefy.Over the course of that year, the UK
announced that the human Creutzfeldt-Jakob digeasemonly known as “mad cow” disease)
was most probably caused by eating beef infectetti Wwovine spongiform encephalopathy
(BSE); American GM corn and soybeans began to envEurope; the world’s first cloned
mammal, Dolly, was born in the UK; the US and Canfiléd a complaint against Europe’s ban
on beef raised with hormones with the WTO; and Breerican biotechnology company
Monsanto took the European Commission to court imxaf a failure to approve a genetically
engineered hormone for milk productibhSimilarly, Damian Chalmers labels 1996 a “Year
Zero,” in which both the member states and the Eldeviorced to recognize past failures and the
need to create a new “European politics of risky” which food safety would become a
predominantly European, rather than national, jsalitconcerr®® Hence, market approval for
GM crops appeared on the policy agenda during iaghef heightened public concern regarding
public health and food safety matters.
The precautionary principle

In order to understand the European approaclyticudtural biotechnology regulation,
we must first understand the principle that unddsgiEU food regulation. Prompted by the

European food safety crises, the EU turned to teegutionary principle for the cornerstone of

37 Christopher Ansell, Rahsaan Maxwell, and Daniétair®lli, “Protesting Food: NGOs and Political Mbbation
in Europe,” inWhat's the Beef? The Contested Governance of Earop®od SafetyAnsell and Vogel, eds.
(Cambridge, MA: The MIT Press, 2006): 97.

% Ansell et al. 97.

39 Damian Chalmers, “Food for Thought’: ReconciliBgropean Risks and Traditional Ways of LifEfie Modern
Law Reviews6.4 July 2003: 534.
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its regulatory regimé&® As a regulatory instrument, the precautionary gpte goes further in
food safety than the traditional principle of pretien by allowing products to be refused entry
to or to be withdrawn from the market without stin certainty that a risk exists. Thus
meaning, when uncertainty exists as to the riskseegpdo human health, stringent protective
measures may be taken. Although precautionary aégal appeared in the 1970s, it was not
until the late 1990s that a precautionary stance seen as needed for governing all risk
regulation®?

The precautionary principle had been firmly rootedenvironmental policy, before it
became established as a new general principle mfrzmity law?® Though explicitly noted in
EU law in the Treaty on European Union (TEU) unther title of environmental protection, the
precautionary principle is not defined anywhere te TEU or in other Community
instruments? However, despite the lack of a clear link to pplidomains other than the
environment, “in practice the scope of this priteils far wider and also covers consumer policy
and human, animal and plant healthIh order to create a basis for this wider appiigtthe
European Commission published a Communication B028at established common guidelines

on how the principle should be applidThe Communication also outlines the factors trigme

“0 Christine Noiville, “Compatibility or Clash? EU Bd Safety and the WTO,” ihat's the Beef? The Contested
Governance of European Food Safdétpsell and Vogel, eds. (Cambridge, MA: The MITe8s, 2006): 307.

*! Noiville 307.

%2 Jonathan Wiener and Michael Rogers, “Comparingaaréon in the United States and Europktirnal of Risk
Researcltb.4 2002: 318.

3 Nicolas de Sadeleer, “The Precautionary PrindiplEC Health and Environmental LawEuropean Law Journal
12.2 March 2006: 139.

*4 EU, “The Precautionary PrincipleSummaries of Legislation
http://europa.eu/legislation_summaries/consumensiamer safety/I32042_en.htm

> EU, http://europa.eu/legislation_summaries/consumensiomer_safety/I32042_en.htm

“ EU, http://europa.eu/legislation_summaries/consumensiomer_safety/I32042_en.htae Sadeleer 141.
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the use of the precautionary principle, as weltheesappropriate measures that may result from
its use?’

Furthermore, the Communication states that thegoteonary principle is an important
part of risk management within the risk analysi@nfework. It makes clear that use of the
precautionary principle should be informed by thepecific principles:

1. implementation of the principle should be based tba fullest possible

scientific evaluation...;

2. any decision to act or not to act pursuant to tleegutionary principle must

be preceded by a risk evaluation and an evaluatbnthe potential
consequences of inaction;

3. once the results of the scientific evaluation andfe risk evaluation are

available, all the interested parties must be givenopportunity to study of

the various options available, while ensuring theeatpst possible

transparency®
The Communication highlights the importance of stfee assessment, yet it also makes note of
the role of a political response: “As regards theasures resulting from use of the precautionary
principle, they may take the form of a decisioratd or not to act. The response depends on a
political decision and is a function of the levélrsk considered ‘acceptable’ by the society on
which the risk is imposed.® Consequently, while the implementation of the prgionary
principle is supposed to rest on a scientific fatmah, the Communication plainly provides for
other intangible factors. However, the Commissiogkes clear as well that these intangibles,
like social acceptance, should “never justify adsj decisions” at the moment of invocation or

during the selection of implementation measifefinally, the Commission stressed that

whenever regulatory measures were taken in accoedaith the principle that they should be

47 EU, http://europa.eu/legislation _summaries/consumensiomer safety/I32042 en.htm
48 EU, http://europa.eu/legislation summaries/consumensiomer safety/I32042 en.htm
49 EU, http://europa.eu/legislation_summaries/consumensiomer safety/I32042 en.htm
0 EU, http://europa.eu/legislation_summaries/consumensiomer safety/I32042 en.htm
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“proportionate, non-discriminatory, consistent, dthon cost-benefit analyses where feasible,
and subject to review and ongoing risk assessment.”

Within the context of food safety, the precautignprinciple is often thought of as a
regulatory instrument of Europe, with the Unitedat8s in oppositio®> Though the
precautionary principle is not unique to the El& U differs in that it has not officially adopted
it as a basis for all risk regulation. Yet, in angmarison between the implementation of the
precautionary principle in the US versus the EUhallban Wiener and Michael Rogers conclude
that we cannot categorically claim that the EU eysis more precautionary than that of the
US>® Rather, they argue that both states implemenptleautionary principle in varying and
inconsistent ways based on the context of the i¥s@art of the reason for differences in
implementation stems from differences in variab&sh as culture, the system of government,
and access to policymaking for advocacy groupsaddition, differences may come from
different perceptions of risk, which in turn aremmselves influenced by cultural, governmental,
and interest group variables. These inconsistenafesevident in EU and US food safety
policies. Wiener and Rogers find that while the Ed$ been highly precautionary when dealing
with hormone-treated beef, for example, it has dess strict than the US in terms of regulating
blood safety after possible contamination with BSHhis example highlights Wiener and
Rogers’ conclusion that specific cases must beyaed| and to do so, an examination of a

number of variables is required. The regulatiorGdfiOs gives us an opportunity not only to

*1 pollack and Shaffer 342.

2 Wiener and Rogers 317.

3 Wiener and Rogers 342-343.

>* Wiener and Rogers 342.

* This is not meant to imply, however, that the Eldswcompletely lax in protecting European citizerf
potential contamination in the blood supply. Théhats make clear that the EU had different constsain its risk
assessment as compared to the options of the ¢SNV&mer and Rogers for a more detailed discussion.
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explore these variables, but also to examine the o6 domestic French institutions in the
process of risk regulation.
Analytical Foundations

Studies of EU policies largely focus on the paii@king process at the supranational
level in the context of European integration. Memsiates’ policies and their institutions are
also examined, but usually in the context of howiomal policymaking influences the
supranational process and how national institutemesbecoming “Europeanized” to deal with
EU directives and regulations. From the 1950s uh&l early 1980s, EU scholars developed
several theories to explain the development ofEbeopean Union. Yet these main theories,
namely neo-functionalism, intergovernmentalism, ankberal intergovernmentalism,
concentrated on European integration rather thare mypecifically on policymaking processeés.
Institutionalist analyses of the EU became morevadent, as the emphasis on institutions
increased in other areas of studies as well, with rise of the three strands of the “new
institutionalism.”
Institutionalist emphasis on European integration

Rational choice institutionalist studies of ther&pean Union principally examine the
role of EU institutional rules in decision-makingopedures, such as cooperation and co-
decision, while sociological institutionalism foesson the informal norms, conventions, and
rules of the EU, usually in an international relas context’ Historical institutionalism, Mark
A. Pollack asserts, takes its position betweeromati choice and sociological institutionalism,
“focusing on the effects of institutiormer time in particular on the ways in which a given set

of institutions, once established, can influenceconstrain the behaviour of the actors who

5 Mark A. Pollack, “Theorizing EU Policy-Making,” ifPolicy-Making in the European Unioid. Wallace, W.
Wallace, M. Pollack, eds. (Oxford: Oxford Univeysiress, 2005): 15.
*" Pollack 20.
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established thent® Under the historical institutionalist frameworkchslars have studied
various phenomena, for example: path-dependenctheanEU, the temporal dimension of
European integration, and policymaking in the Euhnuttees. But as Mark D. Aspinwall and
Gerald Schneider point out, although institutiostasinalyses of the EU have proliferated within
all three strands, these studies concentrate solelfU institutions or the role of national
institutions in EU policymaking® Institutionalist scholars rarely look at EU patisionce they
have entered the national forum for implementation.

Thus, the institutional literature on European dsnipolicymaking has persistently
focused on questions of European integration, aschHow do EU institutions impede or
facilitate further integration into the EU? Whatlerodo national institutions play in EU
policymaking? How are national and supranationafgences and policy choices shaped by
institutions? Moreover, when implementation is added, the studies often concentrate on the
process of transposition — which refers to the @sef writing and passing EU directives into
national legislation — without delving further intthe implementation process. Often,
“implementation” in euro-jargon refers only to tsmosition, and not to any subsequent actions
taken by the member state to meet policy gdasa result, the existing institutionalist approach
to European integration does not provide a complaeretical structure with which to study
implementation — the moment when the control ofs¢hsupranational actors retreats — in
member states.

Expanding the institutionalist focus
This research project fills that gap, by providiag institutionalist study of the

implementation of agricultural biotechnology podisiin the case of France. Although the

%8 Pollack 20.
9 Mark D. Aspinwall and Gerald Schneider, “Same Me8aparate Tables: The Institutionalist Turn initiRall
Science and the Study of European Integrati@nyopean Journal of Political Resear88 (2000): 1-36.
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institutional literature largely focuses on Europeategration, a few studies exist that provide
theoretical models for this project. Paul Piersmone such scholar who approaches the process
of integration into and within the European Comntyinwith a historical institutional
framework®® While his study focuses on European institutioather than domestic ones,
Pierson’s work offers an excellent example of hbe historical institutionalist approach can be
applied to policymaking within an EU context.

Pierson’s conceptualization of path dependence paticularly important for
understanding the development of the EU and thedfreegulatory frameworks for GMOs. He
defines path dependence as “referring to sociatgases that exhibit positive feedback and thus
generate branching patterns of historical develayrifé His definition focuses the concept of
path dependence on processes that are self-ramjorthese types of processes can “produce
more than one outcome,” but they can also be highlgceptible to “relatively modest
perturbations at earlier stageé.But, once a path is established, the self-reiiigraature of the
process makes reversals very diffidiltAlthough the initial perturbations may cause abrup
change in the institutional structures, Piersoo alstes that scholars must pay attention to the
slow-moving processes that lead to institutionalefigoment. A wide range of processes cannot
be understood “unless analysts remain attentivihgounfolding of both causal processes and
important political outcomes over extended periodgme.™*

In the case of GMO regulation in Europe, | findttthe perturbations of the public health

and food safety scandals in the 1990s set the al@vent of the French regulatory framework

% paul Pierson, “The Path to European IntegratiorHistorical Institutionalist Analysis,Comparative Political
Studies29.2 (1996): 123-163.

1 Paul Pierson. 2004Politics in Time. History, Institutions, and SociAlnalysis Princeton, NJ: Princeton
University Press. 21.
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on a particular path, which is now so entrenched #reversal in institutional structure seems
impossible. Pierson argues that, “Exploring thersesi and consequences of path dependence
helps us to understand the powerful inertia orckstiess’ that characterizes many aspects of
political development — for instance, the endurt@nsequences that often stem from the
emergence of particular institutional arrangeméfty examining the phases of the French
framework’s evolution (the “sources and consequ&hcé demonstrate how path dependence
helps us understand the persistence of FrenctGM@ sentiment and the effects that it has had
on the implementation of EU biotechnology legiglatin France. In order to understand why the
French do no implement EU agricultural biotechnglpglicies now, we must examine the slow-
moving processes of the last two decades.

A key part of analyzing the development of theutatpry framework, then, is the
sequencing of events. The timing and order of evprdtter, as “dynamics triggered by an event
or process at one point in time reproduce themsebaen in the absence of the recurrence of the
original event or proces$® In the case of French GMO regulation, if the Haifted blood
scandal had not first crystallized the notion ofiipc health” into a salient policy domain, then
the subsequent food safety crises of the 1990s moayhave motivated the same reforms to
public health regulatory institutions. The rapidsenof even more major public health issues
(e.g. mad cow disease, dioxin contamination, asbgsh 1996 became a critical juncture in
institutional formation. Because of the failuresafentific experts to predict the consequences of
potential risks, the French government institutlea non-scientific opinions in its risk
assessment process. In doing so, the governmetitiegd anti-GMO opposition, which at the

domestic level has resulted in continued debate wether GMOs should be accepted. The

% piersonPolitics in Timel1.
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choices to include conflicting opinions in the framwork were reinforced over time, meaning that
alternatives to this type of assessment have betesaand less likely.

Francesco Duina provides another model for thidystuith his institutionalist approach
to the implementation of gender policy within thember state¥’ Duina uses an institutional
explanation to illustrate how directives are (og aot, as the case may be) implemented. This
explanation, through the study of domestic insbng, posits that EU directives challenge
deeply rooted social entities, which accordinglfgets the directives’ transposition into national
law and the level of enforcement. His case studihés Equal Pay Directive of 1975 and its
implementation in Great Britain and France. Likehmmany Directives, member states had
flexibility in choosing this measure’s applicatistructure, but application was to take place
within one year. Duina finds that results in Frarmed in Great Britain varied on the
transposition and applicative fronts, concludingt thrance achieved only partial implementation
of the Equal Pay Directive, while Great Britainistésd any implementation of it. Such variation
on policy implementation is not unusual, as pres#xg national legislation, domestic
institutions, and adopted application measuresediffetween member states. But it is only
through his institutional analysis that Duina digexs how domestic institutions in France and
Great Britain, such as parliaments and well-esthbll interest groups, play an important role in
implementing this particular EU policy.

Duina’s work provides an excellent theoretical téatg because it uses institutionalism
as a lens to evaluate the role of national institigt in the implementation of EU legislation
within member states. In addition, it reveals teiation in implementation occurs not only at a

national level (when comparing member states toamwher), but also within member states.

%" Francesco G. Duin&jarmonizing Europe: Nation-States within the Comrvtarket (Albany: State University of
New York Press, 1999).
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France, for example, implemented only parts of Hagial Pay Directive. In the context of
biotechnology, this case rings true as well; Fras@emingly implements EU policies in some
areas of biotechnology, such as in medicine, heald) and industrial processes, but resists
implementation of policies in primary productiondeagro-food.
Biotechnology policymaking in the EU: a multi-leggktem

Studying the implementation of EU policies is funtltomplicated by issues of authority
over a policy domain. The EU follows the principliesubsidiarity, by which decisions should be
made as close as possible to the citizen. This st the EU does not take action on an issue,
unless its action is in its exclusive areas of cetapce, or unless EU action would be more
effective than that of the national, regional, ocdl government. In highly integrated policy
areas, the EU has complete authority, meaning Btatinstitutions may be responsible for
making and implementing EU directives, regulatioasd recommendations. In other policy
areas, policymaking may be shared between the Blitsmember states, leading to conffitt.

The issue area of biotechnology is shared; poligyngaoccurs at both the supranational
and the national levels. In addition, biotechnolagperceived as falling under several policy
domains, including but not limited to: trade, agtiare, environment, and health. At the same
time, the EU has begun to try to consolidate ithanity over the issue of biotechnology. In a
Communication to the European Parliament, the Ghuhe Economic and Social Committee,
and the Committee of the Regions, the Commissiaesnthat development in the field of
biotechnology has presented Europe with a majacyachoice: “[Europe must] either accept a

passive and reactive role, and bear the implicatiointhe development of these technologies

% See David Allen, “Cohesion and Structural Fundsm@eting Pressures for Reform?” Rwolicy-Making in the
European UnionH. Wallace, W. Wallace, M. Pollack, eds. (Oxfo@kford University Press, 2005): 213-241. In
this chapter, Allen outlines the conflicts that darisen from the EU has establishing a “partnprshmanagement
of structural funds”, which included regional amdal institutions with the Commission and natioaathorities in
policy planning, decisionmaking, and implementat{280).
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elsewhere, or develop proactive policies to explmim in a responsible manner, consistent with
European values and standards,” warning that tihgdr Europe hesitates, the less realistic this
second option will be® The Communication goes on to outline how the Edughbe involved

in developing legislation in this policy area, idd#tion to detailing the responsibilities of the
European community in responding to biotechnoldglezelopments.

In order to continue to expand the institutionditstrature and address the varying levels
of authority within this policy domain, this worksa locates its analysis within the framework of
the multi-level governance literature. As Christ®araskevopoulos, Panagiotis Getimis, and
Nicholas Rees have noted, “the process of domexsilcy and institutional change and
adaptation... reflects the complexity of the EU milétiel governance structures and systems of
interactions, especially in the areas of policynpiag and implementatiord® Their work on
Cohesion and Central and Eastern European coumtdéesses the importance of looking at
national institutions and domestic policymakingustures in order to understand better the
implementation of regional and environmental pekét This research project widens that
understanding of the role of domestic institutiansl pre-existing policymaking structures in the
implementation of EU policies in France.

The multi-level governance literature also providefamework which can be used to
address the regulatory process that has becongrahte EU integration. As Wolfgang Streeck
highlights in his overview of the institutional fmework of the EU, regulatory action has

become a fundamental condition to European econaui@rnancé? Regulatory action in

% European Commission, “Life Sciences and Bioteabgyal A Strategy for Europe” L-2985 (Luxembourg: ¢
for Official Publications of the European Commueti 2002): 9.
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Governance: Regional and Environmental PolicigS8ahesion and CEE Countries. Aldershot: Ashgaté: xvi
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2 See pages 65-67 in Wolfgang Streeck, “Neo-Volistar A New European Social Policy Regime?” in
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Europe accelerated in the 1970s and 198@sd now regulations are an important tool for EU
policymakers. Yet, the EU suffers from “an implersion deficit” for regulations and
Directives, which leads to “inefficiency of Communaction.”*

Public policy studies

The implementation literature also supports atitutgonalist approach to this study. As
Michael Hill and Peter L. Hupe assert, within treshool of thought an examination of
implementation processes “needs to be seen asrmgrur organized contexts where there are
established norms, values, relationships, poweructtres and ‘standard operating
procedures.”™ In this case, policymaking and implementationtia EU are reiterative processes
between the European level and the French levgbwérnment. Each level, which represents
institutions involved in the policymaking proced®ss its own norms, values, relationships,
power structures, and standard operating procedimesddition, interactions between the EU
and France as a member state have establishedea shiaganized context for policymaking and
implementation processés.

Besides supporting an institutionalist theoretigpproach, implementation studies also
allow me to examine the policy environment of thenfation and implementation of agricultural
biotechnology regulation. An analysis of the pol@wironment is crucial to this case study, as it
draws attention to whether “policies can effecyvabtdress issues that may be influenced by

phenomena over which governments can have littieoonfluence.*” These phenomena might

3 Giandomenico Majone, “The rise of the regulatdatesin Europe”Western European Politicd7.3 (1994): 84.
" Phillipe Schmitter, “Imagining the Future of therB-Polity with the Help of New Concepts,” Governance in
the European UnianMarkset al eds. (London: Sage Publications, 1996): 139.

S Michael Hill and Peter L. Hupémplementing Public Polickondon: Sage Publications, 2002): 35.

" In order to establish how implementation struciunesre formed, and the extent to which those nedvpe-
existing institutions imposed constraints on th@lamentation process as well, | provide a thorotgytew of EU
legislation, the political environment and publipimion in France during key periods of policymakirand the
national institutions responsible for implementatin Chapter 3 and Chapter 4.
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include: “changes in the moral climate of a natidemographic change, or global economic
forces.”® In the case of agricultural biotechnology regwlati an analysis of the policy
environment requires a review of the timing of poliiealth and food safety scandals across
Europe and in France, as well as an examinatiquulolic opinion.

This research not only focuses on the role oftutsinal constraints on implementation;
it also draws on implementation studies of vertipalblic administration. Vertical public
administration studies address the “impact of galtiinks in the chain from policy formation to
the street level™ Methodologically, these studies are complex, ay thust address what Hill
and Hupe refer to as the “layers” (the institutiorad the “levels” (the phases) of the
policymaking and implementation processes. And{jilsand Hupe note:

A major factor contributing to [this methodologit@lomplexity is the fact that

often intervening levels, as layers in the polit@dministrative system, have a

legitimate claim to engage in policy formulationdashecision making: Where does

‘policy formation’ end and ‘implementation’ begfit?

Using vertical public administration studies, EUnhalars have analyzed both the consequences
of initial policy formation occurring outside thation state and the process of “reformulation”
of those policies that occurs within the phaserahgpositio’ Thus, these studies trace the
process of policymaking through the EU institutians through the process of transposition,
which is labeled as implementation. Yet, Michadl bind Peter L. Hupe rightly argue that “what
is called ‘implementation’ in those studies in faould be seen as ‘policy formatiof®Instead

of examining the domestic implementation of EU tagans and policies within member states

after transposition, these studies conclude onegtbcess of transposition has been completed.

8 Hill and Hupe 136.
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In the case of agricultural biotechnology in the, Eldok specifically at implementation and not
just policy formation and transposition. As suclkexamine the institutional “layers,” such as the
European Commission, the European Food Safety Atyh(EFSA), and French regulatory
institutions, as well as the “levels” at which tpelicy process occurs — policy formation,
transposition, or implementation, for example. bidiion, the vertical public administration
approach to implementation studies, with its redtogm of the different institutional layers of
policymaking and implementation, connects with dtrlewvel governance approach. This study
thus recognizes the importance of the EU and whatirs within European institutions in the
issue area of biotechnology as an important backgtovariable to understanding French
implementation.

However, there are differences in how each apprdatines the concept of “level®In
the case of multi-level governance, the “levelsé dhe institutions involved in the policy
process. In vertical public administration studidayers” represent those same institutions,
while “levels” represent phases of policy formati&md implementation processes. Though Hill
and Hupe suggest they could conceptually introdine@r approach as “multi-layer policy
formation,®* | wish to maintain the conceptual language ofrthati-level governance approach.
As such, my use of “level” refers to the institusoinvolved in the policy process, at the
European level or the domestic level for exampldeW referring to the different phases of
policymaking and implementation, | use terms sush“@rmation,” “implementation,” or
“transposition.”

Finally, | also employ the concept of “triggerirgyents” from the agenda-setting

literature of public policy. Triggering events dthe catalysts for pressure that, in turn, lead to

8 Hill and Hupe 128-129.
8 Hill and Hupe 128.
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demands for new or changed public polici&sThe timing, scope, and intensity of the events
affect the impact that they have on the public'tues® For the development of the GMO
regulatory framework in the EU and in France, thanslals in the 1990s acted as triggering
events by pushing public health and food safetyo e agenda. At the same time, the
mishandling of these events by public authoritiegesely diminished the trust that European
citizens had in the EU authorities and their nalogovernments to effectively regulate those
policy domains. Triggering events also act as #tarting point for public policy question&”1n
this case, the public health and food safety criased questions about: the government’s ability
to protect public health, the prioritization of preer vs. consumer interests, and the role of
scientific expertise in risk assessment.
French Resistanceto GMOs

Despite the characterization that the Europeanlaggy framework for food safety is
more stringent than the US, France currently restee EU’s promotion of agricultural
biotechnology through regulatory action. Why doean€Ee resist implementing these policies
that, at an EU-level, are deemed to be essentialdgress in the areas of economic growth, the
environment, and public health? How do the pretargspolicymaking structures within France
and its domestic institutions play a role in poliggnplementation and resistance to
implementation? This research project answers tlgesstions by examining the levels of
governance in policymaking and implementation faarf€e as a member state of the European

Union. By using a historical institutionalist ansily, this research project shows how the timing

8 Larry N. Gerston. 2004Public Policy Making: Process and Principle$hird Edition. Armonk, NY: M.E.
Sharpe. 45.

8 GerstonPublic Policy Making 45.

87 GerstonPublic Policy Making 45.
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of institutional creation, both at a national andpranational level, has shaped the
implementation process in France.

The European and French responses to GMOs wadrallyjnones of risk assessment,
management, and regulation. Both the EU and Frereaded food safety authorities (EFSA and
'Agence francaise de sécurité sanitaire des alitmenAFSSA, respectively) and regulatory
institutions in response to the public health aaddf safety crises of the early 1990s. These
agencies embody the responsibilities of assessk@nd advising government.

But even before the creation of AFSSA, and evdijtuthe Haut Conseil des
BiotechnlogiegHCB), the public perception of GMOs had begun hdtsn France to include
concerns about GMOs beyond questions of publidiheald environmental impact. French anti-
GMO interest groups had successfully introducedoseconomic issues, such as farmers’ labor
rights and fears of globalization, into the dome&MO debate. These concerns were diluted at
the EU-level during the creation of EFSA due to thierest in promoting biotechnology to
bolster the EU’s competitiveness on the world stddmis, on one side, the French government
created its regulatory framework within a more pregmnary context of public health, food
safety, environmental protections, consumer righsl, labor rights, which left open the question
of whether GMOs should be produced. On the othde, she EU also created its regulatory
framework in a precautionary context, but it waeted in the scientific assessment of public
health and environmental risks. The initial difieces in the development of these separate
frameworks have become further entrenched in tloadke since their creation, in the slow-

moving processes that Pierson describes. Anditlegue des sourd®llowed.
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Resear ch Design and Data Collection

Implementation of EU policies is a series of inkated actions that are taken at different
organizational and governance levels and are linkeabjectives set out within those policies.
These actions may be promoted and/or obstructeidtbyest groups and public opinion, often
through institutional channels. This study apprescimplementation with an emphasis on the
processes of coordination, as well as the factacditating or impeding implementatidfi.In
addition, this implementation study highlights ttiéferent phases of the development of the
biotechnology regulatory framework, as well aslthels of the separate entities with legitimate
authority over this issue area.

In order to operationalize the process of implemmon in this case, | examine policies
on GMOs and GM products, which include EU dirediviegislations, regulations, and related
documents, as well as domestic legislation andtipesc | also look at the interactions between
the actors involved in the implementation process different organizational levels, the
organizations themselves (i.e. the regulatory tumsbins, Ministers, etc.) and organizational
changes. In addition, this study establishes how gbries of actions that constitute the
implementation process are interconnected over.timerevealing this interconnectedness,
emphasis is placed on the specific timing of pobgnges. Both a document analysis and public
opinion data are used to empirically reconstruet iacropolitical and implementation context
and process. | recognize that a document analgsisding public statements, formal policy
discussions, and news reports may not fully rebeakroom bargains and discussions made
during policymaking and implementation phases.dditton, as Alexander George and Andrew

Bennett rightfully highlight, the written record snée purposefully self-serving for those who

8 Hill and Hupe 60.
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have created f® However, these texts certainly provide the denisithat have been made and
the context in which they were created, as theyttegenly empirical sources available, and that
is important for understanding the process of im@etation.

Moreover, public opinion surveys help to expand rugbe data collected from the
document analysis. The Eurobarometer surveys aedtinology provide a systematic resource
for monitoring patterns and trends in public petieys, and the data from the surveys have
informed official reports and been widely quotedtiie medi&® Although the authors of the
Eurobarometer reports acknowledge there are litaitsurvey research, they note that the data
are “useful as general indicators of the contofifgublic opinion, particularly when comparative
and time series data are availableFor that reason, | use an analysis of the sunag s a
complement to the more detailed review of my doaura@alysis.

Conclusion

This chapter outlined the basic concepts utilizedthis research, such as genetic
engineering, agricultural biotechnology, risk, atih@ precautionary principle. In addition, it
demonstrated that, although the EU has identifiedebhnology as a key technology for its
sustainable development and economic growth, sSewsgeber states refuse to accept GMOs
and GM crops. In part, this is due to the reluctabhg some member states to transition to the
new legal framework that regulates GMOs. Chapteisb ascertained that the timing of the
arrival of GMO approvals onto the public policy aga, coming amidst major public health and
food safety crises, has negatively affected mensketie support for and public perception of

agricultural biotechnology. Decisions made at caiti junctures during the regulatory

8 Alexander George and Andrew Benneftase Studies and Theory Development in the Sodi@n&es
(Cambridge, MA: The MIT Press, 2005): 101.

% George Gaskell et al. 2006. “Europeans and Bimilcyy in 2005: Patterns and Trend§&ihal Report on
Eurobarometer 64.38Brussels, Belgium: European Commission. 8.

1 George Gaskell et al. “Europeans and Biotechnolo@005.” 9.
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framework’s development in France put the Frendtesy on a different path than that of the
EU. The divergence to the two levels of biotechggloegulation has led to non-compliance in
this domain on the part of France. Finally, thiamier reviewed the current literature on
historical institutionalism, multi-level governancand implementation studies to establish the

analytical foundations and methodology for thedwaiing chapters.
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Chapter 2. The Scandals that Rocked Europe: Tainted Blood, Mad Cow, and Dioxin
Contamination

Several scholars have shown how the food safetypahtic health scandals of tla@nus
horriblis (1996) linked issues of food safety and public thedab genetic engineering and
genetically modified products in the minds of ther@pean public. This chapter summarizes
those assertions and explores how that policy tiekavolved. The chapter delves first into the
three cases reviewed here: the tainted blood stanBeance, the mad cow crisis, and the dioxin
contamination episodes. A review of the taintedtloase, which came to light in 1991, helps to
establish the historical context into which theus®f GMO approvals was introduced. It also
shows how the tainted blood scandal shaped risksav@olicymaking strategies for subsequent
public health crises, such as mad cow diseasenidtecow crisis, which developed into a full-
fledged public health disaster in 1996, revealsdliitto be the defining moment of t@nus
horriblis; it in turn shaped the regulatory responses todilb&in contamination episode that
followed in 1999. In addition, it further cementied link between the concepts of public health
and food safety in the minds of the public and@fqymakers. Acting as triggering events, these
cases motivated reforms to existing regulatoryitumsdbns, and eventually led to the creation of
new regulatory institutions, to address public tireahd food safety issues. Together, these three
cases shaped the policymaking environment in wtiiehFrench regulatory responses to GMOs

have been constructed.
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L'Affaire du Sang Contaminé*

In 1991, France was rocked by revelations thagrdbeing warned about potential
contamination by the human immunodeficiency vird$/), “officials at the country’s National
Blood Transfusion Centre had decided that distidoubf non-heat-treated blood products to
hemophiliacs would continue until all the stocksrevelepleted or until the law forbade 7t.”
While other governments, such as in the US andn]apere also blamed for mishandling the
HIV crisis and the safety of the blood suppliaffaire du sang contamindvas especially
damaging to the French government due to the amserthat French public officials were to
blame and to the punishments that were meted tiet Ffench media played an important role in
drawing the public’s attention to this issue, $tgrtwith the initial journalistic exposé. In the
ensuing media frenzy, it became clear that officiahd known that the factor concentrate (a
clotting product given to hemophiliacs) was contaaed with HIV, but had chosen to withhold
that information from France’s hemophilia assooiatand the Ministry of Healtheven though
methods to detect and eliminate the virus werelaiai at the timé.Those decisions directly led
to the high rates of transfusion-related HIV-infeastamong French hemophiliacs and fueled
public outrage toward the government.

The roots of the case began in the 1980s. Eatlyahdecade, the medical establishment

was working on identifying a newly documented dsseghat would eventually be known as

! ’'Affaire du sang contaminé the French phrase used to denote the HIV-taibtedd scandal. Though the
contamination and cover up took place in the 19808as not until the early 1990s that the Frenablig became
aware of what had happenddAffaire du sang contaminésually refers to the time period from when thstfi
policy decisions that would impact the regulatidriainted blood were made (1983) until the lasigiad rulings in
the resulting courts cases were entered (2002).

2 Michael Orsini, “Reframing Medical Injury? Viewingeople With Hemophilia as Victims of Cultural Isfice.”
Social & Legal Studiesl6.2 (2007): 245.

® Orsini 245.

* Marlise Simons, “France Convicts 3 in Case of-ITainted Blood, TheNew York Time@ctober 24, 1992)
http://www.nytimes.com/1992/10/24/world/france-cats-3-in-case-of-hiv-tainted-blood.html?src=fjatcessed
August 2011).
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acquired immunodeficiency syndrome (AIDS) and igse, HIV. Between 1981 and 1985,
researchers discovered cases of the disease, desdeadaest to detect HIV in blood, and devised
a method for heat-treating blood to inactivate Hifplasma However, by the time the heat-
treating process was developed, contaminated bpwoducts had already entered the blood
supply. Hemophiliacs were particularly affectedtbis contamination. For example, by the late
1980s, 90% of severe hemophiliacs in the US wdeziad and close to half of all hemophiliacs
(approximately 10,000 Americans) were HIV-positiven France, 1,200 out of 3,000 severe
hemophiliacs had contracted HIV, and there wer@@®000 transfusion-related cases of HIV
infection” Research from the mid-1990s shows that Francehw®tighest rates of infection in
transfusion-related AIDS cases as a percentags tital AIDS cases when compared to the US,
UK, Germany, Australia, Switzerland, and Canéda.

French historian Sophie Chauveau has written sitely on the HIV-tainted blood
scandal She argues that the HIV-tainted blood scandal sframed the French
conceptualization of and their approach to pubgalth as a policy domai.’affaire du sang
contaminéwas the first case that was truly a public heatibis (crise sanitairg for the French,
and it led directly to the creation of governmenaglencies responsible for promoting and
regulating public health issués.Chauveau notes that the tainted blood scandalftan o
characterized as the catalyst for regulatory reftmecause it exposed how unprepared the

government was to face new risksRattled by the revelations of the scandal, thexéhepublic

® Eric A. Feldman, “Blood Justice: Courts, Confliafhd Compensation in Japan, France, and the USi&ts,”
Law and Society Reviex4.3 (2000): 660.

® Feldman 669.

" Feldman 669.

8 Michael Trebilcock, Robert Howse, Ron Daniels. “Dstitutions Matter? A Comparative Pathology af tiV-
Infected Blood Tragedy.Virginia Law Reviewd2.8 (Nov 1996): 1418.

° Sophie Chauveau. 20111'Affaire du sang contaminé (1983-2008)ris: Les Belles Lettres.

19 Chauveaul 'Affaire du sang contamind.9.

™ Chauveaul'Affaire du sang contamind.6.
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blamed the government for failing to protect pubiiealth; the government’s response was to
create new agencies to satisfy the public’s denfianthore public health protectidh.

As a result of the scandal being brought to lightir public officials were charged with
crimes: Michel Garretta, Jean-Pierre Allain (respety, director and assistant director of the
National Blood Transfusion Centre at the time),ql@s Roux (former Director General of
Health), and Robert Netter (former head of the feuHkalth Laboratory). Garretta and Allain
were charged with misrepresenting the quality ahewrcial products, while Roux and Netter
were accused of failing to help “persons in darig&Garretta and Allain were convicted and
sentenced to four years in prison, though eachtWadyears suspended, in addition to being
ordered to pay the equivalent of $1.8 million ilf@®nsation to those with AIDS and their
families!* Roux received a four-year suspended sentence iforcharges, and Netter was
acquitted'®

While the basis of the case was in and of itdelffoarent, public outrage intensified when
the trial revealed that officials delayed implemegtthe heat-treating process and HIV tests for
“‘commercial”’ reasons. By early 1985, American offis had warned that hemophiliacs were at
risk of infection from non-heat treated blood protdy and they had taken measures to cleanse
the virus from the American suppi§.American manufacturers of HIV tests tried to $k#ir

products in France in February 1985 for availapilit March, but they were turned dowh.

12 Chauveaul 'Affaire du sang contamind.6.

13 Alan Riding, “Ex-French Officials Go on Trial inlBS Case, The New York Timgdune 25, 1992)
http://www.nytimes.com/1992/06/25/world/ex-frenctiicals-go-on-trial-in-aids-case.html?src=paccessed
August 2011).

% Simons.

!> Simons.

'® Simons.

" Simons.
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Instead, French officials did not take any actionilithe French Pasteur Diagnostit&it was
approved in June 1985. It has been reported thatntimutes of an interministerial cabinet
meeting indicate that “approval of the Americandalaesting kits was deferred because the
French government wanted to secure 35% of the maltimarket for Pasteur? Thus, the delay
was a result of pressure from the Health Ministnytiee National Blood Transfusion Centre “to
become profitable and to compete better with Framueighboring countries>®

In this case, the judicial system took a “blamiafiproach to handling the scandal,
targeting liability precisely on specific decisioakers?* namely the leadership at the National
Blood Transfusion Centre. Even though efforts at tme to try three former Cabinet ministers
for their political responsibility in the episodailed, the ministers were publicly identified as
complicit?? In 1999, however, Laurent Fabius (former Prime ister), Edmond Hervé (former
Health Minister), and Georgina Dufoix (former Sdchsfairs Minister) were charged with
manslaughter and tried by a special tribunal feirtiole in the scandal. Fabius and Dufoix were
acquitted; Hervé was convicted, though he did aoeive a sentence with the judge finding that
“due to the length of the scandal, the former Imeaftinister had not benefited from the
‘presumption of innocence to which he is entitleddhd would therefore go officially

unpunished?

18 pasteur Diagnostics was a subsidiary of the Frehenmaceutical company Sanofi. Sanofi was knowBaa®fi-
Aventis, after its 2004 takeover of Aventis, uiMiay 2011 when it dropped Aventis from its name.

9 Trebilcocket al 1452; see also Feldman, note 10, 663.

2 Simons.

2L Christopher Hood and David K.C. Jones, “Liabibiiyd blame: pointing the finger or nobody’s faulfy’Accident
and Design: Contemporary debates in risk managentéoad and Jones, eds. (London: Routledge, 1998)2@6.

%2 Simons. Simons also reported that activists amtims were outraged by the admission of Edmond élerv
(Deputy Health Minister in 1985) in open court thegt and other government officials knew the blolmtting
factor was contaminated more than four months kefbrwas ordered withdrawn and by the parliamentary
commission’s decision not to proceed with the agbat time.

ZN.A., “Blood scandal ministers walk freeBBC NewsSection: World: Europe (March 9, 1999)
http://news.bbc.co.uk/2/hi/europe/293367.statcessed August 2011).
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The role of the media and public opinion

In addition to first breaking the news of the stanthe French media played an essential
role throughout'affaire du sang contaminéChauveau contributes the widespread interestaf a
coverage by the media to several factors. For trme,scandal provided a sensational story,
especially because the victims’ stories provokegbdemotions? The press focused on stories of
young hemophiliacs who, through no fault of theiwng had contracted this devastating
diseasé> Secondly, journalists for print media had playedignificant role in bringing the
scandal to light® and it provided an opening for younger journalistestablish themselves. The
press “grasped at this opportunity to modify [theRlations with politicians, the medical
profession, and the legal world — three areas oegpin which the French press had relatively
little autonomy [before the scandaff"As a consequence, the HIV-tainted blood scandal al
encouraged more investigative journalism, a fiblgt thad been fairly undeveloped in Frafite.
Thirdly, although the victims of the contaminatdddal were at first reluctant to go public with
their stories, eventually they used the presség tholitical advantage to draw attention to their
plight and to get the government to respéh@hauveau concludes that the media coverage of
the scandal operated at two levels: efforts to ipevnformation about the scandal and the
disease in the press; and the use or exploitafitimeoscandal to denounce public authorities for

their failures and to motivate them to att.

24 Chauveaul'Affaire du sang contamind.7.

% Chauveaul’Affaire du sang contamind.7.

% Chauveaul’Affaire du sang contamind.7.

%" Monika Steffan. 1999. “The Nation’s Blood. MedieinJustice, and the State in France.Blood Feuds. AIDS,
Blood, and the Politics of Medical Disasté&ric A. Feldman and Ronald Bayer, eds. New Y@kford University
Press. 95-126. Here 112.

8 Steffan. “The Nation’s Blood.” 112.

29 Chauveaul’Affaire du sang contamind.7.

%0 Chauveaul'Affaire du sang contamind.7.
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Policy implications

While much has been made of the mad cow cristeeagnpetus for changes in the EU’s
and individual member states’ food safety reguaregimes:" it is also important to note the
impact that the HIV-tainted blood scandal of thie [24980s and early 1990s had in France. The
timing of the mad cow crisis was certainly a fadtoeroding trust in governmental institutions
and their ability to protect the food supply, espkg when combined with other issues of
hormone treated beef, a listeria outbreak, andlitven scare. However, the HIV-tainted blood
scandal, which occurred just a few years befofedkep scars in the public’s trust of the French
government’s ability to protect public health. Is@raised concerns that the government was
more worried about protecting industry’s profitamhprotecting public health.

Following the disclosure of how HIV-tainted blopdoducts were handled, the French
government promised that it would protect its pulilom future public health crisé€$To do so,
the government enacted several reforms for thelaggn of the national blood supply. The
French government abolished the previous instistiand decisionmaking structures for blood
regulation and disseminated their responsibiliie®ong newly created regulatory agencies with
“independent expert authority™’Perhaps most importantly, the mishandling of the-tdinted
blood supply established that the government neédeakt in the face of potential risR*Yet,
just a few years later, the government was letimgdrom the impact of the mad cow crisis, and

the French public was left wondering why. If redatg responsibility and oversight of public

%1 For examples, see: Ansell and Vogel, edghat’s the Beef? The Contested Governance of Earopeod Safety
(Cambridge, MA: The MIT Press, 2006); Debra Hollardl Helen Pop&sU Food Law and PolicyThe Hague:
Kluwer International Law, 2004); Damian Chalmer&-dod for Thought': Reconciling European Risks and
Traditional Ways of Life'The Modern Law Revie@6.4 (July 2003).

%2 5ophie Chauveau, from interview with the authan(iary 30, 2012).

% Steffan. “The Nation’s Blood.” 121.

% Steffan. “The Nation’s Blood.” 123.
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health issues were supposed to have been improvight of the HIV-tainted blood scandal,
why were they not working?
TheMad Cow Crisis

While l'affaire du sang contamindévas the first public health scandal in Europe to
significantly undermine the public’s trust in gomerent regulation of food and safety issues, it
was the mad cow crisis that led to widespread pudlvareness of the potential dangers of
GMOs. Like the HIV-tainted blood scandal, the soof mad cow can be found years before the
scope of the crisis came to light. In the late K)7€hanges were made in the UK to the
procedures required to treat animal byproductswiesé to be added to livestock feed to fortify it
with protein. Due to environmental and cost consgethese byproducts were no longer required
to be treated with hexane gas as a way to rid thémathogenic agent§.In addition, the
temperature of the heat-treating process to whiady twere subjected — also to destroy
pathogenic agents in the tissues — was low&réa hindsight, as Pierre-Marie Lledo notes, the
lower temperature was too low; pathogenic agentse wt completely eradicated at that
temperaturé® Between April and September of 1985, veterinariartee UK began to observe a
disease afflicting British cattle. Though similardcrapie, a neurodegenerative disease observed
in sheep, the illness had never before been ideatih cows. After further studies, the disease
was identified as bovine spongiform encephalop@B§E) in 1986. At the time, however, UK
veterinarians found the illness to be more of aineduriosity than a cause for alafm.

But by 1988 the outlook on this new disease hahgld. Significant increases in the

number of sick animals raised the profile of BSBnir medical curiosity to that of a major

% Sophie Chauveau, from interview with the authan(iary 30, 2012).

% pierre-Marie Lledo. 200Histoire de la vache folleParis: Presses Universitaires de France: 37.
37 Lledo. 2001 Histoire de la vache folle37.

% | ledo. 2001 Histoire de la vache folle37.

% Lledo. 2001 Histoire de la vache folle36.
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animal health issue. By March of that year, UK stiggs had determined that sick animals had
consumed animal-protein fortified feed, and in Jdyargaret Thatcher's government banned the
use of animal byproducts in animal feed destineddminants’ Yet, despite recognition of the
potential harm from using animal-protein fortifiéeed, the UK agricultural lobby successfully
pressured the government to grant a five-weekeepron the ban in order to allow cattle owners
to exhaust their existing stocks of fé&dThe UK took measures to control the spread of the
disease a step further when in August 1988 it reduihat all animals suspected of infection
were to be slaughtered and destroyed by incinerafidhen, in November 1988, the UK
instituted another ban, this time on the sale dkfiom infected cattle for human or animal
(with the exception of calf) consumption.

The UK government created two committees to amalylzat exactly was happening and
to provide suggestions on how the disease shoulthbdled. An Oxford zoology professor, Sir
Richard Southwood, was selected as director of &king Party on BSE, whose objectives were
to conduct an expert risk assessment, identifytarsats to human beings, and provide overall
guidance to the government for BSE-related is&tiés.February 1989, the Working Party on
BSE published the Southwood Report. It was a “@hétory report,” in that it ruled out the
possibility of BSE crossing the species barrieo intmans at the same time that it called for the
exclusion of high-risk material from products likeaby food* Dr. David Tyrrell, a
microbiologist, led a second consultative commiite&989 and, later, its reformed incarnation

as the Spongiform Encephalopathy Advisory Commiite@990. The Tyrrell Committee was

0 The distinction of ruminants refers to mammalst thigest food by ruminating (a process of chewimgl a
regurgitation), such as cows, sheep, goats, dedrcamels.

! Lledo. 2001.Histoire de la vache folle37. Lledo also states that even after the fiveksepassed, there is
evidence that some cattle farmers continued tahesbanned feed.

2 Matthias Beck, Darinka Asenova, and Gordon DickéBublic Administration, Science, and Risk AssessmA
Case Study of the U.K. Bovine Spongiform Encephaibyp Crisis.” Public Administration Reviewuly/August
2005, Vol. 65, No. 4: 396-408. (here p.400)

3 Beck, Asenova, and Dickson. “Public Administrati@eience, and Risk Assessment.” 401.
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responsible for analyzing leading research andtiiyerg what future research might be
required™® The Tyrrell Committee report, published just a fewnths after the Committee’s
formation, “emphasized the need to develop scienkhowledge in a number of areas and
cautiously noted that no reliable conclusions cobél drawn about the spread of BSE to
humans.* It did recommend, however, that additional reseavas needed, although there was
no immediate follow up by the government on theoremendation&® In the mid-1990s, Dr.
Tyrrell even went so far as to state publicly thritish beef can be eaten by everyorféThus,
the UK government continued to maintain that bea$ wafe to eat, claiming that scientific and
medical studies supported this asserffon.

Nonetheless, public anxiety and confusion in thé dver mad cow were beginning to
build and were further inflamed when scientific exments showed that other animals could
become infected from ingesting meat from infectedlss Sophie Reibel captured the feeling of
that time:

After assessing the available information, the @igblreasoning was as such: if

the disease could be transmitted to cats, mice, pigrmosets, sheep, goats, and

mink, and if cattle had become infected after @ptdmeep byproducts, then

couldn’t there also exist a risk for humans if ttag contaminated beéf?

Reibel argues that the public’'s confusion over wimabelieve about mad cow disease was

justified. Writing in 1994, before it was officigllrecognized that BSE could, in fact, cross the

*4 Beck, Asenova, and Dickson. “Public Administrati@eience, and Risk Assessment.” 401.

“>Beck, Asenova, and Dickson. “Public Administrati@eience, and Risk Assessment.” 401.

“®Beck, Asenova, and Dickson. “Public Administrati@tience, and Risk Assessment.” 401.

*"Beck, Asenova, and Dickson. “Public Administrati@eience, and Risk Assessment.” 401.

8 “On this day: May 16, 1990: Gummer enlists daughie BSE fight” BBC News May 16, 1990.
http://news.bbc.co.uk/onthisday/hi/dates/storiegfit@newsid _2913000/2913807.stnfaccessed February 21,
2012).

*9 Original text: “Interprétant les informations adiaposition, le raisonnement du public est suivsiria maladie se
transmet au chat, a la souris, au porc, au ouiatitmouton, & la chévre et au vison, et si lehess’infectent suite
a la consommation d’abats ovins, existe-t-il urquis que I'homme puisse étre contaminé aprés imgeste
produits bovins?” (my translation). Sophie ReibEhcéphalopathie Spongiforme Bovine. Epidémiologies
Implications Paris: Polytechnica, 1994: 130.
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species barrier between cows and humans, she timaeédhe public was overwhelmed with
scientific “opinions” that alternated between deafens that beef was safe to eat and
catastrophic predictions that a whole generatioBriibns would be lost to mad cow dised%e.

The British government certainly did not help isp#l the confusion; at the same time
that it was implementing bans on milk consumptiod an animal-based proteins in feed, it was
also spending one million pounds on a public refeticampaign in May 1990 centered on the
slogan, “Beef is safe’® One of the most infamous parts of this campaigiuited the efforts
made by the then-Minister of Agriculture John Gummaeeget his four-year-old daughter to eat a
hamburger for publicity just six days after it wasealed that BSE could pass from cows to cats
through tainted meaf. Though she refused, he took a large bite of thgdsufor the cameras,
declaring it to be “absolutely deliciou3®’Mr. Gummer was later made to explain during an
official inquiry into the handling of the crisis wie delayed a ban on beef offal in 1989. His
response was that he “did not believe it was ‘dssefior public health’ because the Southwood
report on the issue had only suggested a Bamther than making it a requirement.

At the European-level, “the European Commissiotepted assurances from the British
Ministry of Agriculture that it posed no dangerttamans” when BSE was first detected in the
mid-1980s in UK herd®> But, as more studies showed the transmission df BS other

mammals, Britain was forced to notify other EU memistates of a potential food safety

*0 Reibel,Encéphalopathie Spongiforme Bovii80-131.

*1 Reibel,Encéphalopathie Spongiforme Bovi81.

%2 «John Gummer: Beef EaterBBC News October 11, 2000http://news.bbc.co.uk/2/hi/uk_news/369625.stm
(accessed February 21, 2012).

® “On this day: May 16, 1990: Gummer enlists daughie BSE fight” BBC News May 16, 1990.
http://news.bbc.co.uk/onthisday/hi/dates/storiegfit@/newsid _2913000/2913807.stnfaccessed February 21,
2012).

4 «John Gummer: Beef EaterBBC News October 11, 2000http://news.bbc.co.uk/2/hi/uk_news/369625.stm
(accessed February 21, 2012).

® David Vogel, “The Hare and the Tortoise Revisitdthe New Politics of Consumer and Environmental
Regulation in Europe.British Journal of Political Scien¢é/ol. 33, No. 4 (Oct., 2003), pp. 557-580. (heé5@9)
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problem®® In 1989, the EU placed restrictions on the imp@taof live cattle from the UK.
European states began to take individual protectigasures as well. In 1990, France instituted
its own ban on animal-based animal feed for cowschvwas shortly followed by an EU ban in
1991 on animal-based feed for all ruminants. By4l$9ance had completed the extension of its
ban to all ruminants to meet EU standards. In &ortefo diminish the damage that BSE fears
were having on the UK’s agricultural sector, thenMier of Health at that time, Stephen Dorrell,
assured the public that there was “no conceivable to public health from eating British beef
in 1995>7
Public panic: the first wave

Yet, just a few months later, the first major wafehe BSE crisis broke, forcing the UK
government to reverse its position. In March 199@, British government announced that the
transmission of BSE from cows to humans was pas&ibhd that the variant Creutzfeldt-Jakob
disease (vCJD) — a new form of a fatal neurodegeiverillness affecting humans — was related
to eating contaminated beef. As Matthias Beck, mda&iAsenova, and Gordon Dickson note,
“with about 30,000 suspected cases of infectedecattd 10 reported vCJD cases in young
people, the government’s view [that British beefswaafe to eat] had become impossible to
sustain.® In the UK, “the news that humans had likely besfedted with BSE hit the United
Kingdom, like a bombshel® The British cattle industry was nearly bankruptud the

revelations played a key role in the defeat of @mnservative government, which had been

% David Vogel, “The Hare and the Tortoise Revisitéih9.

" Michael White, “Dorrell says he regrets giving ‘misk’ advice.” The Guardian October 28, 2000.
http://www.guardian.co.uk/uk/2000/oct/28/bse.midinduite (accessed February 21, 2012).

*8 Jocelyn RaudeSociologie d’une crise alimentaire. Les consommatéul’épreuve de la maladie de la vache
folle. Paris: Lavoisier, 2008: 7.

9 Beck, Asenova, and Dickson. “Public Administrati@tience, and Risk Assessment.” 402.

0 Michael Balter. “Tracking the Human Fallout froad Cow Disease."Science Vol. 289, No. 5484 (Sep. 1,
2000), pp. 1452-1454 (here 1453).
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downplaying the danger from BSE, in the 1997 paréiatary electiofi* With increased anxiety
among consumers — expressed through public praestplummeting beef sales — a complete
ban on cattle of more than thirty months was intigeti, resulting in 3.3 million cattle being
destroyed between 1996 and 189 addition, the EU passed legislation prohibitaibBritish
cattle and beef exports.

Consumer reactions in the European marketplace sweift and severe. For example, in
France, the number of households purchasing bdlebye30% in the weeks following the
announcemerft However, with the French government implementinegsures such as a ban
on the importation of British beef and a recallspicified risk materials (SRMJ,sales were
able to recover some groufftiStatistics from the French Ministry of Agricultustow that by
the end of 1996, sales of beef overall were only 1896 than sales figures from 1995n
addition to decreased sales, from 1996 onward, fitiads implemented eradication programs
within individual member states whenever they dasgu BSE in cattl?’ By 1997, the total
number of recorded BSE cases identified in cadéeched 179,087 in the EU, of which 99.5%
were located in the UR
Public panic: the second wave

After a brief period of calm, the second wave & trisis hit Europe in October 2000,

and this time it was clear that the phase wouldnioee serious and would last longer than the

®1 Michael Balter. “Tracking the Human Fallout froMad Cow Disease.” 2000: 1453

%2 Beck, Asenova, and Dickson. “Public Administrati@eience, and Risk Assessment.” 402.

83 Jocelyn RaudeSociologie d’une crise alimentair2008: 7.

% Known in French amatériaux risque spécifig®RS), in the context of the BSE crisis, specifiisk materials
are tissues such as the brains, eyes, spine, amdwnaf infected animals that were identified asipg a higher
risk of infection.

% Jocelyn RaudeSociologie d’une crise alimentair2008: 7.

€ Jocelyn RaudeSociologie d’une crise alimentair2008: 7.

" Heather Berit Freeman, “Trade Epidemic: The Immddhe Mad Cow Crisis on EU-U.S Relations,” B.6tlI&
Comp. L. Rev. 343, 25 (200)ttp://lawdigitalcommons.bc.edu/iclr/vol25/issAeccessed February 21, 2012).
% Beck, Asenova, and Dickson. “Public Administrati@tience, and Risk Assessment.” (Table 1): 399.
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first.%® Scientific experts and public policymakers hadested to see a decline in the number of
cases of BSE in cattle, due to the series of measunplemented dating back to the 1980s,
including the ban on animal protein-fortified fe@dBut instead of declining, the number of post-
ban cases kept climbing, numbering 30,000 by 199¥ iadicating that there was “either a
higher cattle-to-calf rate of transmission than hadviously been understood, or that the
consumption of infected feed had continuédWhatever the cause of the increasing number of
cases, officials concluded that a large number ndécied animals that had not exhibited
symptoms had entered the human food cfain.

By November 2000, 185,000 British cows were fotmbe infected with BSE. Between
the first noted observance of the disease in 198b3eptember 2000, 4.3 millions cows had
been slaughtered in the URANd the epidemic was spreading. Cases of BSE f¥eened in
twelve European countries and in the Falkland ti8arCanada, and Oman by 2001This
second wave caused even more damage to the UKisuligral sector. A poll from January
2001 showed that 45% of French citizens surveyeldréduced or stopped their consumption of
f7°

beef.” Another survey gave more precise numbers: ingbefour months of 2000, sales of beef

in France had fallen nearly 35% in volume, and lomesehold in four had reduced its purchases

of beef while one household in ten no longer atef la all’® Consumers in other European

countries exhibited similar behavior: Italy saw5%& decrease in beef sales and Germany saw a

% Jocelyn RaudeSociologie d’une crise alimentair2008: 7; Lledo. 200 Histoire de la vache folle39.
" Beck, Asenova, and Dickson. “Public Administrati@tience, and Risk Assessment.” 401.

"L Beck, Asenova, and Dickson. “Public Administrati@tience, and Risk Assessment.” 401.

2 Beck, Asenova, and Dickson. “Public Administrati@tience, and Risk Assessment.” 401.

3 Lledo. 2001 Histoire de la vache folle39.

" Lledo. 2001 Histoire de la vache folle40.

> Jocelyn RaudeSociologie d’une crise alimentair2008: 7.

® Jocelyn RaudeSociologie d’une crise alimentair2008: 7.
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60% decreas€. The European Commission estimated that the cdstealing with the BSE
crisis across Europe totaled 100 billion e(fto.
The role of the media and public opinion

Besides the growing severity of the BSE crisisaasanimal health issue, the public
anxiety over human health reached hysterical ptapw, and with good reason. Some early
reports in the UK estimated the maximum possiblelmer of human cases at around 500,000,
though by the year 2000 that estimate had beeedciwn to 136,006, Raude maintains that
the BSE crisis was, more than any other public themsue, presented in the media with
overwhelming fear and as a collective psych8sian article from theNew York Timesn
December 2000 provides an example of this typeoofrgyal of BSE as an unfathomable and
terrifying disease:

The human toll might seem small when compared witdeases like malaria,

which kills millions of people every year. But tlpeospect of turning loose a

stealthy, deadly and largely unknown pathogen iatwhost concerns scientists

across Europe. The mad cow scare has touched pdinecky reaction against

eating beef, but the worrisome fact is that mangppee already may be infected,

perhaps because proteins known as prions that tra@how become aberrant
were lurking in their baby food or hamburger mamgang ago. The danger to

" Jocelyn RaudeSociologie d’une crise alimentair2008: 7.

8 Jocelyn RaudeSociologie d’une crise alimentair2008: 7.

9 Michael Balter. “Tracking the Human Fallout fronvidd Cow Disease.” 2000: 1452. In actuality, as of
November 2011, The National Creutzfeldt-Jakob Dise&esearch & Surveillance Unit (NCIJDRSU) - an
organization created by the UK government to tithekprevalence of vCJID — had confirmed 226 casekiwile.
The overwhelming amount (176 cases or approximat8hp of the total) were in the UK. France had teeosd
highest rate with 25 confirmed cases or approximdt&% of the total. The remaining 25 cases areagpiout over
ten countries. NCIJDRSU. 2011. “Variant Creutzfdldkob Disease Current Data (November 201MCIDRSU
Site http://www.cjd.ed.ac.uk/vcjdworld.htrfaccessed February 28, 2012).

8 Jocelyn RaudeSociologie d’'une crise alimentair@008: 7-8 (my translation). In the original texauRle writes
that the media portrayed the crisis as:phénoméne hystérique, une peur panique ou yeh@se collectiveShe
illustrates this by citing a few headlines fromtthime, including: La grande peur de la vache fdllEThe Great
Fear of Mad Cow”) from the November 8, 2000 isstfieLe Monde “Un climat de psycho3g“A Psychotic
Atmosphere”) from the November 10, 2000 issud®fParisien; and ‘Panique sur le boguf{“Panic over Beef”)
from the November 17, 2000 issuefoance Soir
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humanity, scientists say, is that the general l@¥gdotential infection will rise,
making it easier for the disease to emerge in éugemeration&'

The human symptoms of the disease fueled this kaiclepiction of vCID as “mad cow
disease.” Patients with vCJD exhibit “a progressibrpsychiatric and neurological symptoms
that culminate in death, usually a year or tworatfte onset of the first indications of illne$8.”
Unlike the known sporadic CJD strain that had beéserved previously in humans and
typically affects the 50-to-70-year-old age grothe great majority of vCJD cases have been
found in people under the age of 30Furthermore, between the first and second waves th
public had seen the misery of those suffering fre@JD paraded across their television
screend? just like the stories of the young hemophiliacshwAlDS who had come before them.
Fears of the disease were compounded by the fatitibcause of the large number of bovine-
derived products, “consumption of meat and daigdpcts and exposure to products containing
either tallow or gelatin (or their derivatives) mearly universal,” meaning that almost all
consumers were potentially at risk.
Policy implications

In France, politicians — still reeling from thdldait due to the earlier blood scandal and
conscious of the consequences of blame in lighthef prosecutions of officials in charge —
adopted a risk-averse policy position in respomséheé mad cow crisis. As mentioned, early
measures by France in response to the BSE cridisdied adherence to EU restrictions on the

importation of live cattle from the UK and the bam animal-based animal feed for cows, which

81 Barry James. “Europe’s Spreading Food Scare :rgfitey the Deadly ‘Mad Cow’ Mystery.New York Times
December 7, 2000. http://www.nytimes.com/2000/12/07/news/07iht-bsehPml?pagewanted=all (accessed
February 28, 2012).

8 paul Brown. “Mad-Cow Disease in Cattle and HumainBs: Bovine spongiform encephalopathy providease
study in how to manage risks while still learnihg facts.”American Scientistvol. 92, No. 4 (July-August 2004),
pp. 334-341 (here 334).

% Michael Balter. “Tracking the Human Fallout fromlad Cow Disease.” 2000: 1453; Paul Brown. “Mad-Cow
Disease in Cattle and Human Beings.” 2004. 339.

8 Lledo. 2001 Histoire de la vache follel5.
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later was extended to all ruminants. By 1999, thleréquired the removal of all SRM from both
the animal and human food chains; systematic secrgai animals, healthy or at risk; a ban on
le jonchage(a method used to immobilize cattle before theysiaughtered}® and a ban on any
feed that contained meat- or bone-meal addiffV€sance had also taken the additional action of
eliminating certain animal fats from animal fé&d.

France initially followed the EU’s lead on embaggmn beef imports from the UK and
from Portugal, which had commenced in 1996 and 19@8pectively. But the French
government’s reaction to the BSE crisis was muchiengevere than other member states’,
resulting in serious friction between the UK andukae. In 1999, for example, while the EU
decided to lift the embargo on all British beef dive cattle, the French government, under the
advisement of the newly formed French food safettharity ('Agence francaise de sécurité
sanitaire des aliments AFSSA) decided to maintain®t.Even with these measures in place, by
October 2000 France had found 175 cases amonatits berd$?®

In France, it was not the rising number of BSEesa® cattle after 1996 or any new,
significant scientific findings that triggered tftemotion” of the second crisis in 2000. Rather, it

was the diagnosis of BSE in a French cow just awa$ to enter the slaughterhouse that

8 The method ofonchageentails paralyzing the cow by thrusting a metal into its brain to destroy its nervous
system. The French government identified this pgecas a possible means of BSE contamination. Gagher
Coroller. “Saines mises a mort dans les abattbiabattage par jonchage, facteur possible de canttion de
I'ESB, sera interdit.’La Libération March 15, 2000http://www.liberation.fr/societe/0101327587-saimeises-a-
mort-dans-les-abattoirs-l-abattage-par-jonchageetaepossible-de-contamination-de-l-esb-sera-iittergaccessed
February 22, 2012).

8 AFSSA. Nutrition et risques alimentaires. Vos diges sur... oméga 3, iode, allergies, sucre, vaolie, fsoja,
promesses santé, eau... les scientifiques réporBeries: Les Cahiers de I'AFSSA, vol.1. Evreux: Bessses de
Kapp, 2005: 56.

87 AFSSA. Nutrition et risques alimentaires. 2005; 56

8 AFSSA. Nutrition et risques alimentaires. 2005:587 France did not lift its ban on British beeftii®ctober
2002. The EU attempted to lift the ban on Portuguesef in 2001, but it was reinstated in 2003 afftieance
complained the EU had not performed rigorous endegtith checks.

8 Lledo. 2001 Histoire de la vache folle40.
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unleashed the panic of the second wA\verance had previously established eradicationsrule
that required animals from the same herd to beedudind destroyed, but in this case, several
cows from the affected herd had already been statggh and had entered the food chain before
they could be identified® This revelation led French supermarket chainsetmlt significant
quantities of meat and to considerable media amenand public emotiof Individual
municipalities responded with immediate bans orf beschool cafeterias, and the government,
under pressure from the media and the politicahtil;, extended the ban of meat- and bone-
meal for ruminants to all animal3.

Even though the number of BSE cases remained mowrance (at approximately ten
cases per million head of cattle per year), padityiin comparison to rates in the UK, Ireland,
and Portugal? France has maintained a risk-averse positionsipdficymaking. David Vogel
links this risk-averse position in France to theseguences of the HIV-tainted blood scandal:

[The HIV-tainted blood scandal] shocked French jullpinion, calling into

guestion the public’s historic high regard for tmmpetence of the public sector

in a highly paternalistic state. It also contintefaunt French politicians, making

them highly risk-averse, particularly with respeatpotential threats to public

health?®
In short, French politicians became more concemiglal the consequences of blame in light of

not only the hundreds of deaths traced to taintkmbdb products, but also the criminal

prosecution of the officials in charge. Furthermaoregel attributes the high rate of acceptance

% Michel Setbon, Claude Fischler, Esther Lukasiewdcelyn Raude, and Antoine Flahault. “Could meaguof
perceived risk among general practitioners havedtklanticipate the French BSE crisi®liropean Journal of
Epidemiologyl9: 377-381, 2004. (here 377).

%1 Setbon et al. “Could measuring of perceived risloag general practitioners have helped anticigateFrench
BSE crisis?” 2004: 377.

92 Setbon et al. “Could measuring of perceived ristoag general practitioners have helped anticigateFrench
BSE crisis?” 2004: 377.

9 Setbon et al. “Could measuring of perceived risloag general practitioners have helped anticigateFrench
BSE crisis?” 2004: 377.

% |ledo. 2001 Histoire de la vache folle52.

% David Vogel, “The Hare and the Tortoise Revisitéxf1.

68



of AFSSA’s recommendations by French ministersh® officials’ fear of being blamed for
endangering public healfi This near-blanket acceptance of AFSSA’s recommtétacreated
tension between the EU and France during the sewand of the mad cow crisis, when France
maintained its ban on imports of British beef atS§A’s recommendation rather than following
the EU’s decision to lift the embardb.

Although the mad cow crisis was not the first onaggulatory failure in Europe, “the
EU’s belated failure to recognize [the] health hdgdof BSE] severely undermined public trust
in EU food safety regulations and the scientifipentise on which they were baséf.n
France, the conceptualization of the idedesfcrises sanitaireublic health crises), which had
begun during the HIV-tainted blood scandal, becafugher cemented in the public
consciousness. It also showed that authority over food safety hade elevated to the EU-
level; the crisis had started in the UK and thereag throughout the common market. Even
beyond the borders of the EU, the spread of mad dsease was different from preceding
public health crises because it “represented aafjlosk by the measure of the number of
populations (European, African, and Asian) thatavekposed — in varying degrees — to the
potentially dangerous products” due to the worldevekport of British beef between 1986 and
19961%° Because of its extent, the BSE crisis can thusobsidered as the first real global crisis

in food safety™*

% David Vogel, “The Hare and the Tortoise Revisitéi¥.1.

" David Vogel, “The Hare and the Tortoise Revisitéi¥.1.

% David Vogel, “The Hare and the Tortoise Revisitéif9.

% Didier Fassin and Boris Hauray (edSanté publique: L'état des savoilBaris: La Découverte, 2010; Boris
Hauray, from interview with the author (February2912).

1% Raude Sociologie d’une crise alimentair2008: 6.

101 ¢, Fischler. “La maladie de la vache folle.” Inpfalbaum M. (dir.),Risques et peurs alimentaire®aris: Odile
Jacob, 1998: 118-126 — as cited by Ra&teiologie d’'une crise alimentair2008: 6.
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In addition to the broad scope of the BSE cri$is,policy impact of the many regulatory
failures during the 1980s and the 1990s has beepedéhan in previous time periods.The
“cumulative impact” of these crises “has been torease the public’'s sense of vulnerability to
and anxiety about the risks associated with modeaiety and this in turn has affected the
political context in which regulatory policies hageen made’® In response to these concerns,
individual member states, such as the UK, Frante,Germany, created food safety authorities
or new ministries to handle these types of is$ffeEhe formation of the European Food Safety
Authority (EFSA) was also a result of the BSE &isi

The creation of these agencies, which are resplenfir risk assessment though not risk
management, was in part an effort to help rebthlel trust of the European people in their
governments’ ability to regulate food safety efieely. The new, more “independent” agencies
were also supposed to be less vulnerable to regulaapture than the comitology system that
had been in place during the BSE criS8sThese regulatory agencies were supposed to remove
the overwhelming power of the industry from the ipghaking process and give some
semblance of responsibility and control to poléits. Furthermore, as Mark Thatcher and Alec
Stone Sweet assert, the creation of new regulageyncies also provided elected officials with
potential “scapegoats for hard choices for whigytmight not otherwise be blametf®
Dioxin Contamination

A little over a year before the second wave ofrttesl cow crisis hit Europe, the Belgian

government announced the widespread contaminafi@amimal feed with dioxins on May 27,

192 havid Vogel, “The Hare and the Tortoise Revisitéxd.1.

193 pavid Vogel, “The Hare and the Tortoise Revisitéxd.1.

1% bavid Vogel, “The Hare and the Tortoise Revisitéxf0.
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19 Mark Thatcher and Alec Stone Sweet. “Theory aratfre of Delegation to Non-Majoritarian Instituii” In:
The Politics of Delegatigrnirhatcher and Stone Sweet (eds.). London: Framsls @ad Company Ltd., 2003. p. 1-22.
here p. 9.
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19991°” This newest public health scandal “erupted wherofan consumer confidence in
food was particularly low,” coming not only on theels of the first wave of BSE, but also after
a listeria outbreak (1995) and during the ongoirspute between the EU and the US over the
European refusal to accept American imports of lorertreated beéf® Contamination most
likely occurred in mid-January 1999, when animaldaa Belgian fat and oil processing plant
and animal feed manufacturer were mixed with diedontaminated industrial oif$? In
February, animal producers began to notice an aseren egg-laying impairments and neural
disorders in chickens? These problems were then traced to the contandirfatein the hens’
feed'! The Belgian Ministry of Agriculture received a cepon the situation on April 21, 1996,
with a laboratory analysis confirming that “dioxivas present at high levels in the hens’ feed
and body fat” coming five days lat&f’

Despite having information in April 1999 that pigbhealth could be endangered, the
Belgian government withheld this information fronetpublic for another month. Ostensibly, the
delay was due to the compilation of a list of fartingt might have received contaminated feed
and the completion of additional tests to determateether dioxin had definitely reached the
human food supply*® This delay, however, would be the eventual undaifigthe ruling

administration. By the time the government wentljgylover 1,000 Belgian farms had been

197 Dioxins are “a group of chemical compounds relddseprocesses such as waste incineration andutiménly of
household fuel, have been linked to health effeetging from skin disease to cancer.” David A. Bayl'Animal
Feed to People Food: The Belgian Dioxin Incidemrivironmental Health Perspectivegol. 109, No. 3 (Mar.,
2001), p. A133.

198 A, J. McMichael. “Dioxins in Belgian Feed and Fodghickens and Eggs.Journal of Epidemiology and
Community HealthVol. 53, No. 12 (Dec., 1999), pp. 742-743. het8.7

199 casey J. Jacob, Corie Lok, Katija Morley, and Dasig\. Powell. 2011. Government management of tedie
facilitated crises involving dioxin contaminatiori fmod. Public Understanding of Scienc20(2): 261-269. here
263; McMichael. “Dioxins in Belgian Feed and Fo@hickens and Eggs.” 743.

10 McMichael. “Dioxins in Belgian Feed and Food: Gtgas and Eggs.” 743.

11 Jacob et al. Government management of two medikitdited crises involving dioxin contamination fobd.

264.

12 Jacob et al. Government management of two medititéded crises. 264.

113 Jacob et al. Government management of two medititdded crises. 264.
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endangered by contaminated animal feed, and famntisei Netherlands, France, and Germany
were at risk-**
The role of the media and public opinion

After the announcement of the contamination, thilip backlash, fueled by media
scrutiny of the government's actions, was immedéete it escalated the situation into a crists.
Because of the government’s prior knowledge andntibath-long delay leading up to public
acknowledgement of the contamination, the mediasemt the government of a cover’dpThe
Belgian Ministry of Agriculture was seen to haveoptized the potential effects of notification
on the food trade over concerns about consumetysafeNot only did the scandal break during
a period in which consumer confidence in food safeas especially low due to the mad cow
crisis, but also, as A.J. McMichael argues, “[t]marrative mirrored the primacy given to
producer interests in Britain’s mad cow episode thet expense of consumer interest§.”
Accusations were also framed around the impendemgial elections, with the implication that
the government delay was “serving the economicrasts of farmers’ unions and the meat
industry, and trying to protect itself in prepaoatifor the upcoming general elections, rather than
protecting public health™® Finally, the delay was painted as “an irresporsiiove by the
Belgian government,” which resulted in the pubbcudsing “its blame on the government rather
than those actually responsible for the contanimati*°

Adding to consumers’ anxiety was the fact thatikenwith vCJD, human health effects

from dioxin contamination are not physically obwoor easily assessable through medical

14 McMichael. Dioxins in Belgian Feed and Food: Cleiok and Eggs. 743.

115 Jacob et al. Government management of two medititdded crises. 264.
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tests'?* Even after several years, “Not one person [hadnbdetected with any observable
consequence of dioxin poisonifg® and no acute clinical health effects had beenrtegt™
But that did not mean that Belgians were withosk rof future consequences from dioxin
contamination. A scientific analysis of potentiapesure found that, while Belgians had been
exposed to much smaller amounts of dioxins compdacedoopulations in other known
contamination incidents, a much larger percentagethe population was affected’
Furthermore, “the analysis suggests that in terfrexdded cancer risk, the incident could result
in between 32 and 1,540 additional cancer deathsttve projected lifetime of the total Belgian

population of 10 million,**

though it would be difficult to trace those deatbsthis episode.
Thus, media coverage of the dioxin contaminaticandal differed from that of the mad cow
crisis because it did not include the horrific ireagand stories that chronicled the debilitating
effects of a disease on the human body. Yet, itsuadar in that it played upon the fears of the
unknowable, future impacts on human health.

Despite the differences between the potential muhealth consequences of vCJID and
dioxin contamination, the media made comparisotwden the two scandals. As Luc Bonneux

and Wim Van Damme note, “In a global world with lggd media coverage and competition for

sensational news, any hypothetical doomsday saetteat could capture the public imagination

121 McMichael. Dioxins in Belgian Feed and Food: Cleiok and Eggs. 742.

22| uc Bonneux and Wim Van Damme. An latrogenic Pamdeof PanicBMJ: British Medical JournalVol. 332,

No. 7544 (Apr. 1, 2006), pp. 786-788. here 786.

123 Nik van Larebeke, Luc Hens, Paul Schepens, AdBamaci, Jan Baeyens, Kim Everaert, Jan L. Bernheim,
Robert Vlietinck, and Geert De Poorter. The BelgR@B and Dioxin Incident of January-June 1999: Expe
Data and Potential Impact on HealEnvironmental Health Perspectiyegol. 109, No. 3 (Mar., 2001), pp. 265-
273. here 272.

124 Taylor. “Animal Feed to People Food.” A133.
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risks unleashing a media storm... The perceptionséfis then easily distorted from the actual
risk.”*?® An article fromLe Mondeprovides an illustrative example:

In less than a week, the dioxin-contaminated chmckeandal has taken on an

international dimension. Described initially as im@e accident in a Belgian

factory that provides fat for chicken feed prodoeti it has become

“Chickengate” and, in doing so, replicates and foetes all the same elements

that were observed three years ago at the begimfitig “mad cow” crisis: a real

health risk, which the experts swear they canndadluate with precision,

unfolding from an original, and more-or-less mystes, case of contamination; a

peek into the unsavory back rooms of the food-msiog and agricultural

industries; and a reminder that it is impossibleé@ce exactly how the majority of

the products that we consume are produééd.
Such media comparisons to mad cow disease exagdettad public’'s perception of the risks
related to dioxin contamination. The amplificatiohrisk was also aided by the public’s outrage
at “the toxic notoriety of dioxins, the invisibyitof the hazard, and the sense that officialdom had
conspired against consumer interests,” becauseisksexperts remind us, the perceived risk
reflects both the assumed actual hazard and tedaint level of outrage?®

The heightened level of anxiety during the dioxiantamination episode certainly
contributed to exaggerated fears over the allegedamination of Coca-Cola, which unfolded
that same summer. At the beginning of June 199%oapmnately thirty children from the same

elementary school in Northern Belgium experiencedtmg-intestinal problems after drinking

Coca-Colad® By June 17, 1999, two hundred Belgians and twadtnmen had reported feeling

126 Bonneux and Van Damme. An latrogenic Pandemicaoid® 787.

127 Original text: En moins d’'une semaine, I'affairesdpoulets & la dioxine vient de prendre une diinans
internationale. Décrite initialement comme un sienptcident dans une usine belge fournissant déssgsaa des
fabricants d’aliments pour volailles, elle est dawe un “chickengate” qui reproduit en les amplifiaous les
mécanismes observés il y a trois ans lors de $& cie la “vache folle”: un risque sanitaire réedjsmgue les experts
avouent ne pas savoir évaluer avec précision, dgmod'une contamination d’origine plus ou moinsstgyieuse;
un regard jeté vers les coulisses bien peu ragm#ade l'agroalimentaire et d’'une agriculture irtdede;
l'impossibilité de retrouver la trace exacte deswits empruntés par la plupart des aliments qus ©onsommons.
(my translation). Nau, J.Y. Le temps des angoistiesentaires (A propos du poulet a la dioxirleg. Monde June
8, 1999.

128 McMichael. Dioxins in Belgian Feed and Food: Cleiok and Eggs. 742.

129 3.¥. Nau. Un mystére médico-toxicologique sur foledsurenchéres sanitaires. L’Affaire Coca-ChaMonde
June 26, 1999.
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ill after drinking Coke, amidst other complaintsatlrsome Coca-Cola products had a “funny”
taste (products traced to a factory in Belgiuma 6strange” odor (products traced to a factory in
France):*® Despite not having any scientific evidence linkitmpsumption of Coca-Cola to the
reported ilinesses, the Belgium government ordereekcall — unprecedented in scope — of over
15 million cans and bottles of Coca-Cola proddétst also prohibited the sale of all Coca-Cola
products, including Coca-Cola, Diet Coca-Cola, @hétoke, other sodas (such as Fanta or
Sprite), Minute Maid juices, Nestea, and the brarabttled watet®? The French government
responded to the alleged contamination within dedbrs by halting the manufacture of four of
the five product lines at the French Coca-Coladigcassociated with the “tainted” products, and
it advised the French public not to drink Coca-Cmésverages until more information could be
gathered>?

Eventually, scientific tests performed by poisamtcol centers in Belgium showed no
link between Coca-Cola products and the afflictiohghe “victims.” Press reports at the time
even suggested that ailments were the result ofodlettive psychosis” resulting from the
anxiety of the dioxin-contaminated chicken crisist from tainted beveragé¥' Observers noted
that “the poisoning cases seemed to concern, éomibist part, children and adolescents living in

the regions that had been the most affected bylitheén-contaminated chicken crisis®® Thus,

130 Nau. Un mystére médico-toxicologique. June 269199. Nau. Le gouvernement suspend la commesatidin
des boissons Coca-Colze Monde June 17, 1999.

131 | . Belot. Les produits Coca-Cola ont été retirésla vente en Belgique & la suite de cas d'intdiinale
Monde June 16, 1999.

132 Belot. Les produits Coca-Cola ont été retirésadeehte en Belgique. June 16, 1999.

133 Nau. Le gouvernement suspend la commercialisaésrboissons Coca-Cola. June 17, 1999.

134 Nau. Le gouvernement suspend la commercialisatésnboissons Coca-Cola. June 17, 1999; Nau. Unéneyst
médico-toxicologique. June 26, 1999.

135 Original text: ...certains observateurs avaient ng& les cas d'intoxications semblaient concerpenyr
I'essentiel, des enfants et des adolescents vesarbllectivité dans les régions belges les plushées par la crise
du “poulet a la dioxine”. (my translation) Nau. geuvernement suspend la commercialisation desdssSoca-
Cola. June 17, 1999.
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the major public health scare of the dioxin-contaaed chicken episode directly contributed to
how the Belgian and French governments handledlttged Coca-Cola contaminatiofi.
Policy implications

The ramifications of the media coverage and thelipwutrage over the government’s
(mis)handling of the dioxin contamination extendbdyond the severe responses to the
allegations of tainted Coca-Cola. The policy regasnof the Belgian and French governments
and of the EU were also, in hindsight, excessivigint of the actual risk to consumérs.After
the Belgian government publicly acknowledged thexih contamination at the end of May
1999, it began to take steps to limit the publeX@osure to contaminated products. On June 1,
1999, the Belgian government announced its barmhersale of all Belgian chicken and eggs. In
addition, the Ministry of Public Health ordered a#s for poultry, poultry-derived products
(meat, eggs, mayonnaise, cakes, etc.), and all preaucts with a fat content greater than
25%2% The Public Health Ministry also began a programvi@espread product sampling and
analysis, ordering any products determined to lexessive dioxin levels to be destroy&d.

On June 4, 1999, the European Commission annouheegdrohibition of any Belgian
animal or animal product that was suspected of animation from entering the Common
Market. On the same day, France announced thaiutdimplement a more extensive ban than
the EU’s measure, by prohibiting the importationadiflive animals and animal products from
Belgium. This measure also included a ban on tiperation of any French animal or animal

products suspected of contamination due to the iitappon of dioxin-tainted feed to French

1% David Vogel, “The Hare and the Tortoise Revisité9-570.

137 McMichael. Dioxins in Belgian Feed and Food: Cleiok and Eggs. 742.

138 Nik van Larebeke, Luc Hens, Paul Schepens, AdBamaci, Jan Baeyens, Kim Everaert, Jan L. Bernheim,
Robert Vlietinck, and Geert De Poorte. The Beld?&B and Dioxin Incident of January-June 1999: Expedata
and Potential Impact on HealtBnvironmental Health Perspectivégol. 109, No. 3 (Mar. 2001), pp. 265-273. here
265.

139van Larebeke et al. The Belgian PCB and Dioxirident of January-June 1999. Mar. 2001. 265.
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farms. The Netherlands, Spain, Austria, and Hunganounced that they would implement the
stricter embargo as wéft’ Internationally, the US took this opportunity tesiitute a ban on all
meat and dairy products from Europé.Other countries outside of Europe, such as Canada,
South Korea, Russia, South Africa, and some Middsstern countries, employed partial
bans:*? Together, these measures resulted in the slaughtérdestruction of seven million
chickens and 60,000 pid& and they brought Belgian trade to a “virtual stitid’ ***

Like its more extensive ban on British beef durihg mad cow crisis, France’s blanket-
ban on Belgian animals and animal products crefuietibn between France and Belgium; the
Belgium government insisted that only certain prddwvere at risk and that a complete ban on
all Belgian animal products was excessive. An lk&tia Belgium’s main French-language
newspaper described the ban as such:

Is this “contaminated blood syndrome”? In any ca$er the trial this past winter

of three former Socialist ministers accused ofidgttAIDS-infected blood

products into the blood supply in the mid-1980sar€e no longer fools around

with public health. Even though it judges the rigksbe minimal, France has

brought out the heavy atrtillery in response to tRengate.” In its latest decree, it

is no longer just chicken, beef, and pork from Betg that are undesirable; all

animals raised in Belgium between January 15 amte Jy 1999 (and their

derivative products) are banned from importatico france-*
Furthermore, France’s decision to go beyond thentdasure inflamed the public spat that was
developing between the European Union’s then-Ad¢iicet Commissioner (Franz Fischler) and

France’s then-Minister of Agriculture (Jean Glavpayer the timing of the French response. EU

Commissioner Fischler accused the French governaienbt responding appropriately when

1403.Y. Nau. Dioxine : la France décréte un embamydaus les produits animauxe Monde June 7, 1999.

141 McMichael. Dioxins in Belgian Feed and Food: Cleiok and Eggs. 743.

142 McMichael. Dioxins in Belgian Feed and Food: Cliok and Eggs. 743; Jacob et al. Government manageme
of two media-facilitated crises. 265.

143 Bonneux and Van Damme. An latrogenic Pandemicaoid® 786.

144 Jacob et al. Government management of two medititdded crises. 265.

145 Joelle Meskens. Paris a déclenché lartillerie rdeu pour rassurer.Le Soir June 7, 1999.
http://archives.lesoir.be/paris-a-declenche-lHeriib-lourde-pour-rassurer-les_t-19990607-Z0GVRMlhf{accessed
March 6, 2012).
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French authorities had been aware as early as May©39 of the exportation of possibly
contaminated animal feed to a French feed diseit}{t French Minister Glavany countered that
the information, which had been faxed to tb&ection Générale de la Concurrence, de la
Consommation et de la Répression des Frattlesad been “banal” and that the Belgian
government had not indicated the severity of th@ason until May 28, 1999, when it formally
notified the European community at-lard& Moreover, French officials claimed that it was the
responsibility of the Belgian authorities to fongathat information on to French institutions
designated as better equipped to assess the riEsBSA and thdnstitute de veille sanitaire
IVS).® The dispute devolved into Fischler denouncing Ehench government for failing to
protect European public health, and Glavany acgusischler of being “anti-French” and “anti-
democracy.**°

In response to the mud-slinging, the European Cission ordered the French
government to present a report of the measuresadt taken to deal with the dioxin-
contamination crisis. On June 7, 1999, Glavany Rathinique Strauss-Kahn (then-Minister of
Economy, Finance, and Industry) presented the Cssiam with an open letter detailing the
policies the French had adopted in the face ofiplesdioxin-contaminatior>* French officials
took the report as an opportunity to point out that only had France responded immediately
when the risk had become evident, but that it &sxk measures beyond what the EU had

recommended. In addition, the report highlightedt th was the Belgian officials who had

146 3.Y. Nau. Polémique entre Jean Glavany et Fraschir.Le Monde June 7, 1999.

147 The Direction Générale de la Concurrence, de la Consation et de la Répression des Fraud&eneral
Directorate of Competition, Consumption & Repressad Frauds) is an agency under the purview ofRtench
Ministry of Economy, Finance, and Industry.

148 Nau. Polémique entre Jean Glavany et Franz Fischiae 7, 1999.

149 The Institut de veille sanitair¢Sanitary Surveillance Institute) is a French publéalth agency responsible for
monitoring the health of the French population.sltpart of the Health Ministry. J.Y. Nau. Critiquéar la
Commission européenne, la France cherche a sigudte Monde June 8, 1999.

%0 Nau. Critiquée par la Commission européenne,dade cherche & se justifier. June 8, 1999.

151 Nau. Critiquée par la Commission européenne,dade cherche & se justifier. June 8, 1999.
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delayed in alerting the EU member states, and tatEU had failed in following proper
notification procedure¥’?

In the wake of public criticism of their poor aasnanagement, both at home and abroad,
the Belgian Agriculture and Public Health Ministeesigned. Although the ministers insisted
that they had handled the situation properly, ttlaymed that their resignations were an effort to
help restore calm and public trdsf. The incumbent Belgian government, though, could no
staunch the damage with resignations. On June 999, the ruling coalition was defeated, in
part due to having lost credibility during the &i5* The dioxin-contaminated chicken crisis
also helped the Belgian “green” party, Ecolo, tonbl in political standing, with the press
declaring that Ecolo was the real “winner” of trengral election$>”

GMOson the Agenda

These cases helped shape the social, politica, imstitutional contexts into which
GMOs were introduced in Europe. In the social sphpublic anxieties over risks to the food
supply and over the government’s ability to regellatwere growing. Citizens were no longer
confident of their government’s commitment to pobiteg public health. In all three cases, public
officials appeared to be more concerned with cororakinterests than with public health
consequences.

For European politicians, the lessons from theesasgere clear. Missteps could lead to
being voted out of office or, worse, to criminabhejes. Amidst fears of being blamed for policy

decisions gone wrong, French political responsegsutdic health threats evolved from ones of

152 Nau. Critiquée par la Commission européenne,aade cherche & se justifier. June 8, 1999.

133 Reuters. “Belgian Farm, Health Ministers OfferQ@uit Government,” June 1, 1999, as cited by Jadoal.e
Government management of two media-facilitatedesti264.

154 Jacob et al. Government management of two mediitdded crises.

155 pierre Bouillon. PS et PSC chutent, le PRL stagBeolo grimpe. Le Soit June 14, 1999.
http://archives.lesoir.be/ps-et-psc-chutent-legtalgne-ecolo-grimpe_t-19990614-Z0GWPW.htfatcessed March
6, 2012).
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delay to almost immediate zero-tolerance by the anithe decade. The series of public health
and food safety crises of the 1990s thus contribute the development of risk-averse
policymaking strategies to avoid blame. The goveamnimeeded to act in response to potential
risks to avoid future crises. Politicians began dielegate more political responsibility to
regulatory agencies. The creation of these newlaemy institutions occurred at both the EU-
level with EFSA and the state-level, with AFSSAtle case of France. Their formation will be
discussed in more detail in Chapters 3 and 4, otispdy, but it is important to note here that
decisions on institutional structure and functicgrevinfluenced by the scandals of the 1990s.
The links between GMOs and I'affaire du sang coimtém

The repercussions of the HIV-tainted blood scactirly demonstrate the interest of the
French population in blaming public officeholdems public health scandals, as the pursuit of
criminal charges in this case lasted for almoseeade. The timing of this case affected the
social context into which GMO approval was introedgcsince as Hood has noted, approaches to
blame risk are shaped by institutional and somake&xts. The first criminal trial coincided with
the beginning of debates on market approval for GMA&ctual market approval and the mad
cow crisis occurred just four years later. The sdctrial coincided with the creation of the
French food safety authority. While mad cow hasnbemwre clearly linked to questions about
GMOs within the context of food safety in the lagarre, the blood scandal drew attention to
larger questions about the government’s abilityntake the right decisions to protect public
health. And, the length of this case kept thesestiues at the forefront of the French public’s
minds.

For the case of GMO8affaire du sang contaminéstablished the social and institutional

contexts that blame would be targeted at individdetisionmakers, who in turn could be
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punished with criminal charges. In addition, theecalemonstrated both perceived avoidable
harm or loss (PAH) and perceived responsibilityagency (PR) elements of blame. Public
health officials could have handled the matteredéhtly by destroying the contaminated blood
supply or by approving American HIV tests for usbey were also responsible for not passing
on information to the hemophiliac community or aler circle of Ministry of Health officials.
Blame in this case also meets another element oh&f could have been avoided, but instead
public officials pursued commercial greed aheagrofecting public health.

As such, following this case and the subsequentareement by the BSE crisis and the
dioxin contamination of chicken and eggs, publidiceholders recognized the issue of
agricultural biotechnology as one of high blame.risood notes that policy strategies often
change following a blame episotf8.Consequently, public officials became aware tihatyt
were responsible for responding not only to exgstirsks, but also tgotential risks. For
guestions about GMO regulation following these egjsthat meant that public policymakers
shifted to a strategy of abstinence. Abstinencthis case entails not approving GM crops for
cultivation, which in turn allows public official® avoid responsibility for regulating those crops
and the products for which they were destined.

In managing the risks of new technology, Collidge argues that: “Decisionmakers can
never relax in the assurance that they have idedtthe very best option; any choice may be
shown to be mistaken by future events that surpdseisionmakers®’ Although the
overwhelming number of scientific studies shows Gkt@ps and GM products to be of low risk

to human health, anti-GM groups argue that rislessm®ents do not take the unpredictability of

136 Christopher HoodThe Blame Game: Spin, Bureaucracy, and Self-Prasiervin Government50.
157 David Collingridge, “Resilience, Flexibility, ardiversity in Managing Risks of Technologies,” Atcident and
Design: Contemporary debates in risk manageimdabd and Jones, eds. (London: Routledge, 199&)2@6.
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genetic transfer or possible long-term consequeimtessufficient consideratiott® Thus, while
no new scientific information has demonstrated redlilink between GMO consumption and
risks to human health, perceived uncertainty altbetlong-term effects of GMOs allow the
policy strategy of abstinence to remain entrencAduls entrenchment, even when faced with
high costs of maintaining abstinence, continuesab®e public policy makers see changes to
strategy as costl{r’ in addition to their concerns about the high lexfablame risk they will face
if wrong. Furthermore, anti-GM interest groups haeen able to exploit blame risk successfully
in order to paralyze the GMO approval process.
The links between GMOs and the mad cow crisis
The mad cow crisis broke at a moment when Frermisumers were particularly
vulnerable to threats to public health. Followihg trevelations of the HIV-contaminated blood
supply, the first wave of the BSE crisis occurretineen the two rounds of trials related to the
blood case. At that moment in time, the French ipubbs engaged in questioning whether its
government has the best interests of the publiwd-®t business — in mind. The BSE crisis also
raised important questions about the process af fooduction. European consumers began to
more actively contemplate where their food was canfitom and how it was produced.
Furthermore, the media coverage of the BSE ciidlasenced the European public’s
perception of governmental ability to effectivelyofect public health. This loss of confidence
spilled over into the debate on GMO approvals aglilation. Dominique Brossard and James
Shanahan argue that in Europe “previous news cgeeshissues such as mad cow disease had

resulted in damage to public trust” and that tlasdge shaped the environment into which the

18 Simon Shohet, “Risk and Emerging Technology: TheseCof Process-based Regulation of Biotechnology in
Europe,” in Accident and Design: Contemporary debates in righagementHood and Jones, eds. (London:
Routledge, 1996/2002): 195-201.

19 Christopher HoodThe Blame Game: Spin, Bureaucracy, and Self-Prasiervin Government50.
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topic of GMOs was introduced® They further claim that “the new cycles of pukliterest in
agricultural biotechnology were tilted from therst@ward a negative outcome” due to this pre-
existing damagé®

Their argument is borne out by the results ofEaeobarometer survey from 1999, “The
Europeans and Biotechnolog}® The survey looked at “Europeans’ attitudes to ousi
problems connected with biotechnology,” and it irigld questions to help determine, among
other things: the attitudes of Europeans to theeldgvnent of biotechnology; Europeans’
knowledge of genetics; and an idea of which grdap®peans trust in this fiel§®* Compared to
the results of a similar survey in 1996, the regbiaws a drop in the percentage of all European
respondents who believe that their way of life vdouhprove as a result of genetic engineering
(from 43% in 1996 to 37% in 199! Other data from the survey show that Europeansihad
general, negative feelings toward GM food, althotlgdy were more neutral on the idea of GM

cropst® George Gaskell attributes this discrepancy tofédint perceptions of use, risk, and

moral acceptability” in regard to GM food versus Givbps:®® Moreover, he finds that the
negative European perceptions of GM foods as negfid” or “acceptable” and as “risky” can
be traced to the BSE crisis and other food sc&®s result, Europeans’ increased sensitivity to

food safety concerns after mad cow means: “Peopiplg do not want to take the risk of eating

%0 Dominique Brossard and James Shanahan. “PerspgctivCommunication about Agricultural Biotechngldg
In: The Media, the Public, and Agricultural BiotechmpjoBrossard, Shanahan, and Nesbitt (eds.). 2007. Oxon,
UK: CAB International. p.3-20. here p.10.

181 Brossard and Shanahan. “Perspectives on Commiamigiout Agricultural Biotechnology.” 10.

82|NRA (Europe) - ECOSA. “The Europeans and Biotebgy.” Eurobaromete52.1, March 2000.

183 INRA. “The Europeans and Biotechnology.” a.

%4 INRA. “The Europeans and Biotechnology.” 8.

185|NRA. “The Europeans and Biotechnology.” 34. Fanare detailed review of public opinion data ors thupic,
see Chapter 5.

1% George Gaskell. “Agricultural Biotechnology andbite Attitudes in the European UnionAgBioForum
Volume 3, Number 2&3, 2000. p.87-96. here 89.
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GM foods and the absence of labeling and conseqlesmal of choice in the matter is the crucial
concern.®’

When the survey data is separated by member $tegach respondents show clearly
negative attitudes to GM food. For example, Frereadpondents were more likely to agree with
the statement that “GM food threatens the naturdémof things,” when compared to other
Europeans. They were also more likely to disagréb thhe statement that “If a majority of
people were in favour of GM food, it should be pieted.”*°® The French also showed lower
levels of trust in the actors involved in GMO pratian and regulation than their European
counterparts. The majority of French respondendsndit believe that the industry developing
new products through the use of biotechnology “dyeesd work for society*®® When compared
to other member states, the French scored low ein lgvel of trust in the ethical committees
responsible for addressing the moral aspects dedhoology. Additionally, they were more
likely to respond that the French government arddbmpanies responsible for food safety do
“not do good work” in regulating biotechnolod{. Despite their comparatively negative
attitudes toward the actors involved in biotechgglgroduction and regulation, the French
exhibited a higher level of trust in the environr@nprotection organizations that were
campaigning against biotechnololy.

Sylvie Bonny also places the introduction of GM@dgo the agenda within the context of
the mad cow crisis and the contaminated blood stamadguing that public opinion had been

“strongly marked” by these affairs when transgeseeds began to arrive in Europe in late

167 Gaskell, “Agricultural Biotechnology and Publictindes,” 88-89.

188 |NRA. “The Europeans and Biotechnology.” 52.

%9 INRA. “The Europeans and Biotechnology.” 67-68.

0INRA. “The Europeans and Biotechnology.” 69, 70.

1INRA. “The Europeans and Biotechnology.” 69. Sémger 5 for a more detailed discussion of anti-Btdrest
groups in France.
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1996172 She asserts that the “debate on GMOs (authorizaiioportation, labelling, impact,
etc.) was situated in a context strongly influenbgdfood safety issues (BSE, listeriosis, etc.)
that had been widely publicized’® Public attention to GMOs was increasing just agfidence
in institutions and in certain technological advesaecreased, resulting in extensive media
coverage of the burgeoning anti-GM movement anduin, a “fairly critical” view of GMOs
within the media and general social deateAs one GMO opponent notes, “Old Europe was
truly not ready. Already worried about public heattecause of potentially contaminated meat,
Europe was not prepared to welcome the first dgiohGM soy and maize peacefully/®

Anxiety over GMOs was apparent in news reportghat time. An illustrative example
can be found in the November 1, 1996 edition of Bhench newspapdribération'’® Though
the photo of a small pile of soybeans was fairlyoicuous, the headline of the cover story that
day was more threateningterte au Soja Fo(see Image 2.1). Loosely translated as “Warning:
Mad Soy,” the front page warned of the impendingval from the United States of several
thousand tons of genetically modified soybeansldb noted that the “arrival of this mutant

legume, destined for a number of food products, vimsting protest campaigns by

172 «Transgenic” is a term used to more specificallference modifications that are the result of tieeition of
foreign genetic material into a species. Sylvie Bon“Why are most Europeans opposed to GMOs? Factor
explaining rejection in France and EuropEléctronic Journal of Biotechnologyol.6 No.1, 2003. p.50-71. here
53. In this case, American GM soy arriving in Ewrdpad been modified with the insertion of genesnfitbree
bacterial strains and from the petunia flower tkenthe soy resistant to the herbicide Roundup.

73 Bonny. “Why are most Europeans opposed to GMO8?" 5

74 Bonny. “Why are most Europeans opposed to GMO8?" 5

75 Original text: “La vieille Europe n'était vraimepas préte. Déja inquiéte pour sa sécurité alinmendacause de
viandes possiblement contaminantes, elle n'étaitmpére pour accueillir sereinement les premielisages de soja

et de mais transgéniques.” (my translation). Da@etBenoit Browaey®es Inconnus dans... nos assiettes. Apres la
vache folle, les aliments transgéniquBslris: Raymond Castells Editions, 1998. 19.

178 |1n addition to being referenced in the literatore GMOs (for example in Browaeys, 19), this coverswas
mentioned by three interviewees (Chauveau, HalBagraz) as a crystallizing moment in the GMO debate
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environmental organizations” The final sentence in the cover story preview rimfed readers

that these “genetically transformed organisms! stised many questions among scientists.

Image 2.2. Cover of Libération
(November 1, 1996)

Image 2.1. Cover of Libération
(November 1, 1996)

Also printed on the front page was a preview ofdtwgies inside the paper. An article on
the seizure of 300 kilograms of British beef by riate authorities from the Paris Hard Rock
Café, ‘Vache folle. Du boeuf britannique au Hard Rock Cadppears in the middle of the list
(see Image 2). A link between the issues of GMQkraad cow, though, is not limited to their
proximity on the newspaper’s front page; the ag8cinside explicitly connect fears about the
risks of GMOs to the mad cow crisis. The cover \starticle notes that: “Manufacturers and

importers pledge that this mutant presents no darlg¢ the mad cow scandal has taught

7 Original text: “L’arrivée de ce légume mutant, guitre dans la composition de nombreux produiteeitaires,
suscite une campagne de protestation au sein gasisations écologistes.” (my translation).
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European consumers to be wary of such reassurahéds. addition, an editorial included as
part of the GM soy coverage makes a connectiondmivgenetically modified crops, mad cow,
and the AIDS epidemic. Other articles on the tqpace the GMO debate in the context of mad
cow as well, with one entitled, “Brussels has rearhed its lessons from mad cow. European
directives are opposed to specific labeling.The paper also has an article appearing on page
13, “Vache folle. Creutzfeldt-Jakob: unas limite” which reports on a probable case of the
human form of mad cow disease in France from 199&xis Roy asserts that, while it is
difficult to point to any one incident as the défig start of the GMO debate in France, this
edition of Libération captures the connections being established in Rhench public
consciousness and media between the mad cow anidigenetically modified crop&’

Bonny traces the generally negative attitude tdw@MOs presented in the media to
several factors. For one, the media focused moreghenpotential risks of GMOs and the
arguments of the anti-GM movement than on the ptsdienefits®! She also maintains that
journalists charged with covering the GMO debatgallg had past experience reporting on the
BSE crisis and HIV-tainted blood scandal, leadingnt to draw parallels between GMOs and
those scandals in their writité? Finally, she draws attention to the strong contipetiamong
media outlets, and the resulting desire to at@aestder audience through shocking headlines and

dramatic reporting®

178 Original text: “Fabricants et importateurs asstigre ce mutant ne présente aucun danger (lireviate), mais
I'affaire de la vache folle a appris aux consommegeeuropéens a se méfier des discours rassurdnty.”
translation).

79 Jean Quatremer. “Bruxelles n'a pas tiré les legméa vache folle. Les directives européennespsisent a un
étiquetage spécifiquelibération November 1, 1996. p.3.

180 Alexis Roy.Les Experts face au risque: le cas des plantegyéaiguesParis: Presses Universitaires de France,
2001: 13-14.

181 Bonny. “Why are most Europeans opposed to GMO4?” 5

182 Bonny. “Why are most Europeans opposed to GMO4?” 5

183 Bonny. “Why are most Europeans opposed to GMO4?” 5
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At the same moment that GM soy was arriving indperand GM maize was under
consideration for market approval, the mad cowisigs raising important questions about the
process of food production, the safety of the feogply, and also the “naturalness” of the
process. Roy notes that after the announcemente¥Btitish government of the probable link
between BSE and vCJD in March 1996, the French wepesed regularly to news reports on
television, on radio, and in the printed press thdbrmed them that the contents of their plates
hid an invisible danger:®® And, it was within this context that French consusndiscovered
another incarnation of this “agriculture gone ma@¥0s*®® Thus, GMOs became symptomatic
of an industrialized agricultural system that gdaged quantity and profit to the detriment of
quality, public health, and the environméfftEven though regulatory bodies claimed that the
GM soybeans presented no health hazards, “tampevitig the food chain without public
consultation touch[ed] an extremely raw nerv&’.The mad cow crisis instigated a growing
interest among European consumers in traceabititlylabeling requirements for food products.
The arrival of the American GM soy, which was mixeith unmodified soy and was thus set to
enter the food chain unlabeled, in turn generatedoae urgent interest in setting stringent
traceability and labeling standards.

The mad cow crisis also illustrated the necessitgetting standards at the EU-level.
Because of the European common market practicésediree movement of goods and people,
the consequences of BSE rippled out from the UKoserEurope. And, with food chains

becoming ever-more globalized, these ripples eveweoh beyond European borders to far

184 Original text: “... le contenu de nos assiettes leecd danger invisible...” (my translation). Rdyes Experts
face au risquell.

185 Roy. Les Experts face au risquél.

18 Roy. Les Experts face au risquél.

187 Nigel Williams. Agricultural Biotech Faces Backtaeim EuropeScienceVol. 281, No. 5378 (Aug. 7, 1998), pp.
768-771. here 769.
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corners of the globe. Calls for a European foodharity were mounting. The need for what
would become known as EFSA only became clearertiv@ldioxin contamination episode.
The links between GMOs and dioxin contamination

The dioxin contamination of Belgian chicken amggi®reinforced the fears and concerns
that the first major wave of the mad cow crisis B#ided up. For one, the timing of the dioxin
episode meant that public interest in food safedg Wigh and it would continue to remain high
into the next wave of the mad cow crisis. The rieactf the French to the dioxin contamination
also showed their developing risk-averse positiorfood safety issues. Finally, this episode
became a moment for French officials to questi@enEk)’'s competency in its control over food
safety. As with the mad cow crisis, dioxins becdmlked to the debate over GMOs within the
larger context of food safety regulation.

France used the dioxin episode to push not onlytHe creation of a European food
safety authority, but also to promote a ban on ahifeed derived from bone-meal or other
animal proteins. For example, on June 8, 1999,nreating of the European Commissioners for
Health to discuss the dioxin contamination, Berrt@odchner, France’s then-Minister of Health,
called for the creation of a European agency fodfeafety*®® In an interview withLe Monde
following the meeting, Kouchner highlighted the on@ance of public health concerns on the EU
policy agenda. He framed the need to organize awsystem to respond to those concerns at the
EU-level: “In effect, the dioxin crisis is, befoenything else, a European crisis, like mad cow
was [before it] and like how the health consequsngging genetically modified organisms

might be tomorrow®® Member states needed to stop the “nationalismttuir] forks.™*

18 J.Y. Nau. “Il nous faut interdire au plus vitesléarines animales en Europe,’ Bernard Kouchrsscrétaire
d’Etat francais a la santé et a I'action socidle.Monde June 10, 1999.

189 Original text: En effet la crise de la dioxine,estant toute chose, une crise européenne, touneofa été celle
de la “vache folle” et comme le seront peut-étrmdi@ les conséquences sanitaires de I'utilisaties arganismes
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Kouchner continued by stating that the EU needdzhtoimmediately the use of animal products
in animal feed™
Conclusion

Despite these calls for an EU regulatory agenay aamore cohesive approach to food
safety at the European-level, France did not foltmt with the EU’s decisions in the following
months regarding the decision to lift the embargdBoitish beef. A front page article froire
Mondefrom August 5, 1999, sums up French sentimentrdagg the decision:

Just a few days after being threatened by the woaithe Belgian government,

which is guilty of not having warned of or managbe dioxin contamination

scandal affecting various animals and food produbis European Commission

demonstrates the paradoxical limitations of its petance in the area of food

safety [by lifting the ban on British beef[:%
Better and more comprehensive EU regulation of feafitty and public health concerns was
recognized at both the EU-level and the membere$tael as essential, but the French
government did not perceive the recommendationsgbaiade by the EU on British beef as
reaching the more precautionary standards thatcEramuld go on to set for itself. The timing
of the disagreement over removing the embargo d@rsBibeef, which was happening while the
dioxin scandal was still playing out, in additianthe growing mad cow crisis, increased French
calls for the reform of EU food safety policies.

Besides the increased calls for the creation ofl feafety agencies, these crises also

demonstrated the need to develop regulatory reggoaisthe European-level. While the HIV-

tainted blood scandal was distinctly French witingicant domestic repercussions, the wave of

génétiqguement modifiés.” (my translation). Nau.l ‘flous faut interdire au plus vite les farines aal#s en
Europe.” June 10, 1999.

1% Nau. “Il nous faut interdire au plus vite lesife¥s animales en Europe.” June 10, 1999.

1 Nau. “Il nous faut interdire au plus vite lesife¥s animales en Europe.” June 10, 1999.

192 Original text: Quelques jours seulement aprésravinacé de ses foudres le gouvernement belgeablauge
ne pas avoir su prévenir et gérer I'affaire... dasdies intoxications animales et alimentaires parmioxines, la
Commission européenne montre paradoxalement l@gdimde son action dans le champ de la préventinitagre...

(my translation). J.Y. Nau. “Vache folle’: incol@ces bruxelloisesl’e Monde August 5, 1999.
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“European” crises hit close to home as well becafsthe EU common market and the free
circulation of goods and people. Infected beef emataminated eggs and chicken moved easily
between European countries until the embargoes wetren place. It became clear that the
regulatory provisions in place during the 1990s evapot sufficient to deal with increased
integration in the common market. As Bonny noteesé concerns translated into the debates on
how to regulate GMOs:

The regulatory regime of the 1990s eventually gaéal in the wake of a series of

health scandals and scares in Europe. These wereineatly related to the

[genetically engineered organisms] issue but drenalét affected public trust in

policymakers, legislative frameworks, and reguhaiostitutions on both national

and EU levels, and highlighted persisting problemsiealing with scientific

evidence and uncertainty in risk assessmént.

The result of weakened public trust in policymakdegislative frameworks, and regulatory
institutions meant the current regulatory regime wieated with “more emphasis on precaution,
transparency, labeling, and stakeholder particpatis well as on clear-cut separation of science
and policy in risk-assessment procedureés.”

Within France, the media played a significant iial¢he linkage of the issue of GMOs to
the food safety failures. Bonny finds that theitighof the arrival of GMOs on the public policy
agenda was also important for how the issue waseped by the French public and how it led
to the promotion of the precautionary principle witealing with perceived risks:

...GMOs surfaced in force at about the same timehagtiblic’s confidence in

institutions and certain technological advances beeh shaken by several safety

affairs, in particular the issues of contaminatkmbt, mad cow disease, asbestos,
etc... These events led to definite distrust of firarsl public authorities and

193 Armin Spok. “Biotechnology Policy in the Europenion.” In: Genetically Engineered Crops. Interim Policies,
Uncertain Legislationlain E.P. Taylor (ed.). New York: Haworth Food afgricultural Products Press, 2007. p.
229-263. here p.231.

194 Armin Spok. “Biotechnology Policy in the Europenion.” In: Genetically Engineered Crops. Interim Policies,
Uncertain Legislationlain E.P. Taylor (ed.). New York: Haworth Food afgricultural Products Press, 2007. p.
229-263. here p.231. The development of the EUla¢gry regime will be discussed in more detailhie following
chapter.
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increased the public’'s attention to critical voicesd so the principle of
precaution become an omnipresent referéfite.

The cumulative effects of the crises laid the faatrah for the GMO debate between the EU
institutions and the member states to becomi@lague des sourds

As a result of the crises, the European publicrdit trust either the EU authorities or
their national governments to regulate GMOs appatglly. In response to declining public trust
in the national government and to pressure forebdiealth and food safety protections, the
French government began to pursue strategies tihabse (moratoriums for GMO approvals,
refusing positive scientific assessments of GMQs,) en order to avoid potential risks and
potential blame. Domestically, that meant the tostinalization of public opinion and anti-
GMO sentiment in the policymaking process. The etioh of the French regulatory framework
left open the question of whether GMOs should everproduced. At the EU-level, however,
public authorities began to develop a regulatogyriework that implicitly accepted GMOs as
inevitable. Accordingly, the EU’s efforts have ceneid on assessing and managing GMO risks
by setting stringent standards and monitoring pataoes for all levels of the GMO production
process. Thus, although both levels of governaneaiempting to assess and manage the risks
of GMOs, they are wrestling with different core cems. The French are trying to determine if

they should approve GMOs; the EU is trying to deiae how they should approve GMOs.

195 Sylvie Bonny. “Opposition to GMOs in France and&e.” In: Consumer Acceptance of Genetically Misdif
Foods, R.E. Evenson and V. Santaniello (eds.). Okt CAB International Publishing, 2004. p.169-18re
p.174.
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Chapter 3. European Union Food Safety Regulation

The public health and food safety scandals ofl®9@0s acted as critical catalysts in the
regulation of food safety in the EU. As a consegeeof growing public concerns about food
safety, the EU quickly asserted more authority aegulating primary production and agro-food
biotechnology. Not only did these crises push thet& procure more authority in this policy
domain, but the EU’s responses to them also hedpétithe perception of the EU from being
that of a laggard to a leader of regulatory stagslarhen compared to the US. At the same time
as the EU regulatory framework for GMOs was evalyinational regulatory frameworks were
also developing in each member state. And, althaghEU’s legislation in this policy area was
meant to shape member state policies, the EU redessment process developed quite
differently than that of France. The EU’s risk asseent process remained rooted in scientific
evaluation of potential public health, food safedynd environmental risks, while the French
process was reformed to include social and econdactors as well. Thus, despite the EU’s
apparent authority over agricultural biotechnolaggulation, the differences in the regulatory
systems between the two levels and the subsecgefstits by several member states, including
France, to accept GMO approvals made at the EU-lea® led the European Commission to
openly reconsider relinquishing competence in tbstie area back to the individual member
states.

In order to understand how the Commission hashezhthis point, it is necessary to
understand the EU’s policymaking processes and latgy framework for agricultural
biotechnology. Chapter 3 first provides an overvathe EU actors and policy types relevant to
the issue area. Furthermore, EU policy does nogéldpvin a vacuum; international agreements

and trade relationships shape EU policy developméhus, this chapter also examines the
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development of the current European regulatory éwaork in contrast to the regulatory
framework that has developed in the US, with paldicattention paid to the role of EU actors in
agricultural biotechnology regulation. Chapter Soa¢xamines the EU legislation that deals with
agricultural biotechnology regulation. Finally, ghehapter turns to the international agreements
that act upon the EU as well. The analysis of tlh#sEpolicymaking processes, and of the
external influences that shape them, helps to ksttathe inherent differences between the
European and French regulatory frameworks for GM@d to explain the deadlock that has
resulted from those differences.
The European Policy Process

The policymaking process in the EU is extremelyptex. The structures of the different
institutions, their influence in policymaking, aride very rules of decisionmaking have been
repeatedly modified in the decades since the foundieaties were signed. In addition, the
policymaking process and the role of institutio@syacross issue domains; the constellation of
institutions involved in making monetary policy,rfexample, differs significantly from the
institutions responsible for biotechnology policiés exhaustive review of each EU institution,
the policymaking processes, and the decisionmakifes are beyond the scope of this wbrk.
However, this section provides a brief overviewtlod EU'’s legal framework, which underlies
the policy process for agricultural biotechnology. addition, it reviews the central EU

institutions and their role in decisionmaking.

! For a more detailed look at the EU’s institutiopslicymaking processes, and decisionmaking ryjsase see:
John Peterson and Elizabeth Bomberg. 19%€ision-making in the European UnioNew York: St. Martin’s
Press; John Peterson and Michael Shackleton, 882. 2he Institutions of the European Unio@xford: Oxford
University Press; Elizabeth Bomberg and Alexandebls, eds. 2004The European Union: How Does It Work?
Oxford: Oxford University Press; and Helen Wallakirk Pollack, and Alisdair Young, eds. 20Ralicy-Making
in the European UniarSixth edition. Oxford: Oxford University Press.
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The legal framework

The roots of the European Union were planted eneéarly 1950s with the creation of the
European Coal and Steel Community (ECSC) by Belgkrmrance, Germany, Italy, Luxembourg,
and the Netherlands. Further cooperation betweeffioilnding states was codified in treaties in
the late 1950s and the 1960s, such as the Treatiédome, which created the European
Economic Community (EEC) and the European Atomiergyp Community (Euratom), and the
Merger Treaty, which streamlined the Community'stitutions. The European Union has
continued to develop, amend, and/or replace itgig®, in order to “make the EU more efficient
and transparent, to prepare for new member cogrdne to introduce new areas of cooperation
— such as the single currenéyTreaties are the basis for the rule of law in EW& as they are
binding agreements between the member statesr@diget “set out EU objectives, rules for EU
institutions, how decisions are made and the wlahip between the EU and its member
countries.® Thus, “every action taken by the EU is foundedreaties that have been approved
voluntarily and democratically by all EU member ntiies.™

The Single European Act (SEA) came into force 887, and it was the first major
revision to the Rome Treaties. Its main purpose Wasreform the [EU] institutions in
preparation for Portugal and Spain’s membershiptd 4o “speed up decision-making in
preparation for the [creation of the] single markethe SEA had a significant impact on voting
procedures in EU decisionmaking, as it expandedisieeof qualified majority voting (QMV) in

the Council of the European Union (known as ther@duto cover more policy domains, which

2 European Union. “EU Treaties.Decision-making in the European Uniohttp://europa.eu/about-eu/basic-
information/decision-making/treaties/index_en.t{ancessed April 2012).

% European Union. “EU Treaties.” (accessed April 201

* European Union. “EU Treaties.” (accessed April 201

® European Union. “EU Treaties.” (accessed April 201
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made it “harder for a single country to veto pragmbdegislation.” The SEA also created
cooperation and assent procedures, which gave uh@p&an Parliament more influence. It was
under this legal framework that the EU passedirs flirective regarding GMOs, Directive
90/220/EEC (discussed in more detail below).

During the time period addressed by this study9901to 2010 — the European Union
ratified four treaties: the Treaty on the Européhbmon, the Treaty of Amsterdam, the Treaty of
Nice, and the Treaty of Lisbon (see Table 3.1 foloaerview of these treaties). The Treaty on
the European Union (TEU), also known as the MadstiTreaty, came into force in November
1993. The TEU is primarily known for creating thar&pean Monetary Union (EMU) and the
common currency unit that would become known asetive. Moreover, it introduced elements
for a more politically-integrated union, includirdforts to coordinate European citizenship and
foreign affairs. The TEU made several major charigabke decisionmaking process, hamely by
introducing the co-decision procedure, which gdwe European Parliament more of a voice in
decisionmaking, and by creating new areas of c@bjper among member state governments,
such as in defense and justice and home affdire co-decision procedure established that “the
directly elected European Parliament has to appEeegislation together with the Council
(the governments of the [now] 27 EU countrigs)ihile the European Commission is

responsible for drafting and implementing legigiati

® European Union. “EU Treaties.” (accessed April 20XQualified majority voting, or QMV, replaced réred
unanimity in many policy domains. QMV is “the numbaf votes required in the Council for a decisienbe
adopted. More specifically, QMV is now the metheduired “when issues are being debated on the bhsidicle
16 of the Treaty on European Union and Article 2B&e Treaty on the Functioning of the Europeatodri Since
the SEA, “the scope of the voting procedure fornimgty has become more and more restricted.” Eusoggnion.
“Qualified  Majority.” Glossary http://europa.eu/legislation_summaries/glossaryifie@d majority en.htm
(accessed May 2012).

" European Union. “EU Treaties.” (accessed April 201

8 European Union. “Decision-making in the Europeariod.” Basic Information http://europa.eu/about-eu/basic-
information/decision-making/index_en.h{accessed April 2012).
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The co-decision procedure was extended and made eftective by the Treaty of
Amsterdam in 1999, and was eventually renamed oheirfary legislative procedure” when it
became the main legislative procedure of the El@sisionmaking system with the Treaty of
Lisbon in 2009. The adoption of the co-decisioncpdure gave the European Parliament,
representing the EU’s citizens, “the power to adaptruments jointly with the Council of the
European Union?This change meant that the Parliament became -fagislator, on an equal
footing with the Council, except in the cases pded for in the Treaties where the procedures
regarding consultation and approval appgl.ln addition, the purpose of the Treaty of
Amsterdam was to reform the EU institutions, agaipreparation for the entry of new member
states into the EU. This included efforts to makeisionmaking more transparent, in part by
increasing the use of the co-decision voting praced

Similar efforts — reforms to pave the way for nex@mber states and changes to the co-
decision procedure — were the main purpose beladlteaty of Nice, which was signed in
2001 and entered into force in 2003. This treatsoauced a new qualified majority system that
redefined the voting system in the Council, anidctuded a “demographic verification” clause.
These changes meant that the “number of votesaddilddo each Member State was re-weighted,
in particular for those States with larger popwas, so that the legitimacy of the Council’s
decisions can be safeguarded in terms of their despbic representativenes$.The Treaty of

Nice also included new methods for changing thepmsition of the Commission.

° European Union. “Codecision procedur&lbssary
http://europa.eu/legislation_summaries/glossarygc@ion_procedure_en.htfaccessed May 2012).

% European Union. “Codecision procedure.” (acceddag 2012).

™ European Union. “Qualified Majority.” (accessed Wa012). These safeguards include an increase én th
qualified majority threshold to 255 votes out abtal of 345, following the 2007 enlargement, inl@r to represent

a majority of the member states. In addition, “anber State may request verification that the QMesents at
least 62% of the total population of the Uniorthif is not the case, the decision is not adopted.”
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In addition to adopting the co-decision procedasehe “ordinary legislative procedure”
when it entered into force in 2009, the Treaty afblon was intended “to make the EU more
democratic, more efficient and better able to askliglobal problems, such as climate change,
with one voice.”” To do so, the Treaty gave more power to the Ewmopearliament and
changed the voting procedures in the Council. db @reated a citizens’ initiative, a permanent
president of the European Council, a new High Repr&tive for Foreign Affairs, and a new
EU diplomatic servicé’

Furthermore, the Lisbon Treaty clarified the pihe of subsidiarity by outlining which
powers belong to the EU, which ones belong to EUnb®¥ countries, and which ones are
shared. Subsidiarity, originally defined in the TEU

ensures that decisions are taken as closely asbjgd$s the citizen and that

constant checks are made to verify that actionraiJlevel is justified in light of

the possibilities available at national, regionalazal level. Specifically, it is the

principle whereby the Union does not take actioxcépt in the areas that fall

within its exclusive competence), unless it is meffective than action taken at

national, regional or local level. It is closelyuma up with the principle of

proportionality, which requires that any actiontbg Union should not go beyond

what is necessary to achieve the objectives of thaties"’

The Treaty of Lisbon requires that the principle safbsidiarity be respected in all draft

legislative acts, and it “allows national parliarteeto object to a proposal on the grounds that it
breaches the principle, as a result of which theppsal may be maintained, amended or
withdrawn by the Commission, or blocked by the Beaan Parliament or the Councit. These

changes place more power in the hands of the Earoparliament, as well as provide a method

through which member states can challenge the Ruiisority in certain policy domains.

2 European Union. “EU Treaties.” (accessed April 201

3 European Union. “EU Treaties.” (accessed April 201

4 European Union. “SubsidiarityGlossary http://europa.eu/legislation_summaries/glossargslidgrity_en.htm
(accessed May 2012).

15 European Union. “Subsidiarity.” (accessed May 2012
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TABLE 3.1

Overview of EU Treaties (1990-2010)

Treaty, Ratification Year

Main Objectives

Impact on Institutional Functions

Single European Act (SEA)
Signed: 1986
Entered into force: 1987

reform EU institutions in
preparation for new members
reform EU institutions to speed up
decisionmaking in preparation of
the creation of the single market

expanded the use of QMV in the
Council to cover more policy
domains

made it harder for an individual
member state to veto proposed
legislation

created new cooperation and assent
procedures

Treaty on the European Union
(TEU)
Signed: 1992
Entered into force: 1993

creation of the three pillar structure
creation of the European Monetary
Union (EMU) and a common
currency unit (euro)

coordination of European
citizenship and foreign affairs

introduced co-decision procedure for
the EP and Council

expanded use of QMV in Council
formalized the European Council as
an EU institution

defines subsidiarity

Treaty of Amsterdam (ToA)
Signed: 1997
Entered into force: 1999

reform EU institutions in
preparation for new members
make EU decisionmaking more
transparent

extended co-decision procedure and
made it more effective

EP becomes co-legislator with the
Council

Treaty of Nice (ToN)
Signed: 2001
Entered into force: 2003

reform EU institutions in
preparation for new members

new methods for changing the
composition of the Commission
new QMV system in Council
addition of demographic clause

Treaty of Lisbon (ToL)
Signed: 2007
Entered into force: 2009

make the EU more democratic,
more efficient, and better able to
address global problems
reorganization of treaties

renamed co-decision procedure
“ordinary legislative procedure”
gave more power to EP

changed the voting procedures in
the Council

other institutional changes




EU institutions

The clarification of the subsidiarity principle part of the EU’s efforts to address critics
who allege that there is a “democratic deficit” B governanc& The changes to voting
procedures and the regular increases in poweh®European Parliament have been a part of
those efforts as well. The purpose of the ratifarabf new treaties and the amendments to older
ones — from the SEA to the Lisbon Treaty — is astén to ensure a more democratic, efficient,
and effective Union. These changes to the legaidr@ork also mean that the role and influence
of the EU institutions have shifted during the tiperiod being studied. Thus, in order to study
the EU policymaking process, it is necessary toetrthe shifts within these institutions (see
Table 3.2 for a summary of the institutions).

The European Council is the institution that skeésagenda within the EU. The European
Council began in 1974 as an informal forum for Heads of state or government of the EU
member statel. Over time, it acquired a full-time president. tth&ved formal institutional
status in 1992, and under the Lisbon Treaty, thefigan Council became one of the EU’s seven
official institutions in 2009. Summit meetings ocai least twice a year, though on average the
European Council meets four times annually. In @aldlito the European Council members and
president, the Commission’s president and the EHith Representative for Foreign Affairs and
Security Policy also attend meetings. In genetad, European Council convenes to decide on

“broad political priorities and major initiative$?”

' The EU defines the democratic deficit as “the argnt that the European Union and its various bosliéfer

from a lack of democracy and seem inaccessibled@idinary citizen because their method of opegat so
complex.” European Union. “Democratic deficiGlossary
http://europa.eu/legislation_summaries/glossaryfutgatic_deficit _en.htnfaccessed May 2012).

" European Union. “European CouncilEU institutions and bodieshttp:/europa.eu/about-eu/institutions-
bodies/european-council/index_en.h@aecessed May 2012).

18 European Union. “European Council.” (accessed RGi2).
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The objectives of the European Council are twofdicdsets the EU’s general political
direction and priorities, and it deals with “comyler sensitive issues that cannot be resolved at a
lower level of intergovernmental cooperatidhAlthough it is influential in that it sets the E&J’
political agenda, the European Council has no pdwgrass law®. It is seen, however, as the
arena for collective action in which the “big andna strategic questions” about the core tasks of
the EU are debated, as well as the issues thain&dethe EU’s identity’* Despite its broad
influence, the European Council has not playedgaifstant role in the domain of agricultural
biotechnology.

The main institutions responsible for EU legislatiare the European Parliament (EP),
the Council of the European Union (the CounéiBnd the European Commission. Through the
ordinary legislative procedure, these institutipnsduce the policies and procedures of the*EU.
In principle, the legislative powers are separateduch: “the Commission proposes new laws,
and the Parliament and Council adopt them. The Cemaom and the member countries then
implement them, and the Commission ensures that lalaes are properly applied and
implemented.”™ In this way, the Commission works as a type ofective executive, while the
Parliament and the Council act, respectively, as ghrliamentary chamber and a collective
forum for member state representatites.

Members of the European Parliament (MEPs) weretededirectly for the first time in

1979, after years of being appointed from natigraaliaments. MEPs serve five year terms, and

9 European Union. “European Council.” (accessed R@12).

20 European Union. “European Council.” (accessed Rizi2).

% Helen Wallace. 2010. “An Institutional Anatomy aRive Policy Modes.” in Wallace, Pollack, and Youegls.
2010.Policy-Making in the European Unio&ixth edition. Oxford: Oxford University Pres9-604. Here p.82.

2 The Council of the European Union is not to befased with the European Council. They are diffetendies
with distinct and separate members and objectives.

% European Union. “EU institutions and bodiesfow the EU works. http://europa.eu/about-eu/institutions-
bodies/index_en.htrtaccessed May 2012).

24 European Union. “EU institutions and bodies.” @ssed May 2012).

% Wallace. 2010. “An Institutional Anatomy and FiRelicy Modes.” p.70.
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the Treaty of Lisbon sets their number at 754 memliRepresentation for each member state is
proportionally based on state population. Rathantbeing grouped by member state, MEPs
organize themselves by party affiliation. Amongsthearty groupings, the European People’s
Party, a center-right grouping, and the EuropeaniaBsts, a center-left grouping, are “by far the
largest and most importar®”Other groupings include “coalitions of liberal, €&n, far-right,
far-left, and ‘Euro-sceptical’ or nationalist MEP$ Party affiliation has become more important
over time, as MEPs are more likely now to vote glparty lines rather than by national tiés.

As mentioned, the European Parliament has gaineck mower and influence in the
policymaking process through treaties and treatisians. Furthermore, “[t]he net result of [the
successive treaty reforms] is that the EP is aeftocbe reckoned with across a wide range of
policy domains.”® This power is evident in the domain of agricultupéotechnology, and it
results in the Parliament becoming a target of idetsnstitutions that seek to influence
legislation® The European Parliament has played a signifiaaetin agricultural biotechnology
regulation, in particular vis-a-vis the role of tBiemmission.

The European Parliament is responsible for sdmiig EU institutions, especially the
Commission, to make sure they are working demasaifyi In addition, the EP works closely
with the Council in its other main roles: debatiwgd passing European laws and debating and
adopting the EU’s budgét.The Council is comprised of representatives frbm governments

of each member state. As Wallace notes, “[ijn pplecand in law there is only one Council,

% Wallace. 2010. “An Institutional Anatomy and FiRelicy Modes.” p.82.

" Wallace. 2010. “An Institutional Anatomy and FiRelicy Modes.” p.82.

% \Wallace. 2010. “An Institutional Anatomy and FiRelicy Modes.” p.82.

2 Wallace. 2010. “An Institutional Anatomy and FiRelicy Modes.” p.84.

% Wwallace. 2010. “An Institutional Anatomy and FiRelicy Modes.” p.84.

31 European Union. “European ParliamenEU institutions and bodieshttp:/europa.eu/about-eu/institutions-
bodies/european-parliament/index_en.ljagmcessed May 2012).
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empowered to take decisions on any topic, thougBtiuctures are more complexth reality,
the Council is quite complex; it is made up of miars from member state governments, but
“which ministers attend meetings depends on thgestbbeing discusse®’As a result, the
Council has developed specific formations aroundisterial portfolios, such as on economic
and financial affairs, transportation, environmeat, agriculture. Altogether, the permanent
representations contain approximately 1,500 natioffecials and an estimated 250 working
groups®

The Council is charged with several responsibsitilt must: pass EU laws; coordinate
the broad economic policies of EU member counts&g) agreements between the EU and other
countries; approve the annual EU budget; develepBt’s foreign and defense policies; and
coordinate cooperation between courts and polioeefoof member statésThe Council mostly
negotiates detailed proposals for EU action, aednthjority of Council texts — about 70% — are
agreed upon within its working groufisThe Council has played less of a role in policymgk
in the area of agricultural biotechnology when canegd to the Parliament and the Commission.
However, its failure to attain qualified majoritgdsions for or against GMO approvals, in its
Agriculture or Environmental formations, has hasignificant impact on decisions made by the

Commission’

32 Wallace. 2010. “An Institutional Anatomy and FiRelicy Modes.” p.75.

¥ Wallace. 2010. “An Institutional Anatomy and FiRelicy Modes.” p.75.

3 Wallace. 2010. “An Institutional Anatomy and FiRelicy Modes.” p.77.

% European Union. “European Parliament.” (accessayl 2012).

% Wallace. 2010. “An Institutional Anatomy and FiRelicy Modes.” p.78, 77.

37 Mark A. Pollack and Gregory C. Shaffer. 2010. d®ichnology Policy.” In Wallace, Pollack, and Youmegls.
Policy-Making in the European Uniorsixth edition. Oxford: Oxford University Press313355. Here: 349. The
Council’s failure to take definitive action is disgsed in more detail below, in the EU RegulatiorAgficultural
Biotechnology section.
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The European Commissitins currently made up of twenty-seven Commissigneng
from each EU member state. The Commissioners damwe/ear terms that coincide with the
Parliament, and they act as the Commission’s palitieadership? The President of the
Commission assigns specific policy portfolios (Fgne Affairs, Transport, Industry,
Environment, etc.) to each Commissioner. The Ewanpg@ouncil nominates the President of the
Commission, and the nomination is subject to thpr@aml of the European Parliament. The
European Council also appoints the other Commissgnn agreement with the nominated
President and the member state governments. AlththegCommissioners are chosen from the
upper echelons of politicians and officials frone tmember states, they swear an oath of
independence when they take offfte€Once in office, the Commissioners and the Presiden
“remain accountable to Parliament, which has solgy to dismiss the Commissiofi.With
this independence from the member states, the Cssioni represents the interests of the EU as
a whole.

The Commission has specific responsibilities faerseeing and implementing EU
policies: “proposing new laws to Parliament and @@uncil, managing the EU’s budget and
allocating funding; enforcing EU law (together witte Court of Justice); representing the EU
internationally, for example, by negotiating agress between the EU and other countriés.”

The Commission’s staff, which is organized intodatorates-General (DGs), manages the day-

% The term “Commission” can be used to refer toAféndividual Commissioners, the permanent stather
institution as a whole.

39 European Union. “European CommissioBL institutions and bodieittp:/europa.eu/about-eu/institutions-
bodies/european-commission/index_en.(@ecessed May 2012).

“OHelen Wallace. “An Institutional Anatomy and FiRelicy Modes.” 71.

1 European Union. “European Commission.” (accesseg BD12). For example, the Parliament famouslyedrc
the resignation of the “Santer Commission” in 19@@ler charges of financial mismanagement. Brigiffaraand
Johannes Lindner. 2010. “The Budget.” In Wallacellg#ek, and Young, ed<Policy-Making in the European
Union. Sixth edition. Oxford: Oxford University Pres€172228. Here: 224-226.

“2 European Union. “European Commission.” (accessag R012).
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to-day operation of the CommissiGrnThe DGs form the civil service of the EU and thretffs
are recruited from the member stateEhe Commission’s powers vary across policy domains
and although each policy topic is assigned one B@dchef de file many policy areas require
coordination among several D&dn the agricultural biotechnology policy domaihetDGs for
the Environment (DG ENV), Health and Consumers @8NCO), Trade (DG Trade), Research
and Innovation (DG Research), and Enterprise addsimy (DG Industry) have played a part in
policymaking.

The Court of Justice of the European Union, alsown as the European Court of Justice
(ECJ), has played an important role in the enfoer@nprocess of agricultural biotechnology
regulation through its rulings (discussed in moetad below). The ECJ is charged with
interpreting “EU law to make sure it is applied tiee same way in all EU countrie®.In
addition, it “settles legal disputes between EU egoments and EU institutions,” and
individuals, companies, or organizations can baages before the ECJ if an EU institution has
violated their rightsY’

The ECJ includes one justice from each membee,staid they, in turn, are helped by
eight advocate-generals who present impartial opgion the cases brought before the Court.
The ECJ rules on different types of cases, thoughtypes make up the majority of cases heard:

1. requests for a preliminary ruling (when natiooailirts ask the ECJ to interpret

a point of EU law);

2. actions for failure to fulfill an obligation (bught against EU governments for

not applying EU law);

3. actions for annulment (against EU laws thoughtiblate the EU treaties or
fundamental rights);

“3 European Union. “European Commission.” (accessagl 2012).

*4 Helen Wallace. “An Institutional Anatomy and FiRelicy Modes.” 71.

“> Helen Wallace. “An Institutional Anatomy and FiRelicy Modes.” 71.

“6 European Union. “Court of Justice of the Europklmon.” EU institutions and bodiesttp://europa.eu/about-
eu/institutions-bodies/court-justice/index_en.lamcessed May 2012).

" European Union. “Court of Justice of the EuropBaion.” (accessed May 2012).
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4. actions for failure to act (against EU instibuis for failing to make decisions

required of them));

5. direct actions (brought by individuals, companoe organizations against EU

decisions or actions}.

For example, the ECJ has taken actions againsté&ran France’s failure to fulfill obligations
to agricultural biotechnology regulation. In thegpes of cases, the Commission or another
member state can begin proceedings if “it beliehas a member country is failing to fulfill its
obligations under EU law’* The ECJ then investigates the allegations andepassigment.
Once the ECJ has ruled, and if the member stateursd to be at fault, the member state is
responsible for immediately rectifying its failuréf. the ECJ later finds that the offending
member state has not followed the ruling, the Coantissue a fing.

The ECJ has established a number of importantiptes of European law in key cases,
namely: “the supremacy of EC law over the law & thember states; the direct effect of EC law
in national legal orders; a doctrine of proportiityaand another of non-discrimination on the
basis of nationality among nationals of EU membates.** In this way, the ECJ not only plays

an important role in EU policymaking, it has alsadha significant role in the EU’s efforts to

force France to comply with EU biotechnology regiola

“8 European Union. “Court of Justice of the EuropBaion.” (accessed May 2012).
*9 European Union. “Court of Justice of the Europeaion.” (accessed May 2012).
0 European Union. “Court of Justice of the EuropBaion.” (accessed May 2012).
1 Helen Wallace. “An Institutional Anatomy and FiRelicy Modes.” 85.
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TABLE 3.2

Summary of EU Institutions*

Institution

Main Purpose

Role in Biotech Policy

European
Council

sets the EU’s general political
direction and priorities

deals with complex or sensitive
issues that cannot be resolved at a
lower level of intergovernmental
cooperation.

Has not played a
significant role.

European
Parliament (EP)

acts as parliamentary chamber
reviews democratic functions of
other EU institutions

debates and adopts European
laws and the EU’s budget with the
Councill

Has played a
significant role.

Council of the
European Union
(the Council)

acts as a collective forum for
member state representatives
coordinates broad economic
policies of member states

signs agreements between the EU
and other countries

develops the EU’s foreign and
defense policies

coordinates cooperation between
courts and police forces of
member states

debates and adopts European
laws and the EU’s budget with EP

Has played a role, in
particular through its failure
to attain qualified majority
decisions for or against
GMO approvals.

European
Commission

works as a type of collective
executive

oversees and implements EU
policies

proposes new laws to the EP and
the Council

manages the EU’s budget and
allocates funding

enforces EU law together with the
Court of Justice

represents the EU internationally

Has played a
significant role, in particular
through DG ENV,

DG SANCO, DG Trade,
DG Research, DG Industry.

Court of Justice
of the European
Union/European
Court of Justice
(ECJ)

interprets EU law to make sure it is
applied in the same way in all
member states

settles legal disputes between EU
governments and EU institutions
can hear cases brought by
individuals, companies, or
organizations

Has played a
significant role.

* Not all EU institutions are summarized in thisacty only the ones reviewed in the text are inctude
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Legislative forms

With the treaties as their legal foundation, Etitations can adopt legislation, which
the member countries are then responsible for imeiging:? EU laws, in the form of decisions,
directives, and regulations, “take precedence ¢trexr member states’] national law and are
binding on national authoritie§®"This means that member states have ceded patieof t
sovereignty to the EU institutions that adopt lalmsaddition to binding legislation, the EU also
issues non-binding instruments, such as recommiendatopinions, and rules governing how
EU institutions work!

Decisions, directives, and regulations differ e tactions that must be taken by the
governments of the member states and in their patescope. As mentioned, the ECJ has
played a role in the implementation process withember states in the issue area of agricultural
biotechnology. The ECJ’s judicial rulings are bimglion the specific parties to the case.
Decisions made by the Council or Commission arelaiiy binding. The European Commission
defines such decisions as:

EU laws relating to specific cases. They can comm fithe Council] (sometimes

jointly with the European Parliament) or the Comsios. They can require

authorities and individuals in Member States eitti@rsomething or stop doing

something, and can also confer rights on them. Etlstbns are: addressed to
specific parties (unlike regulations), fully bindif®®
Directives may also be directed at specific mengbtates. However, directives can be blanket

legislative acts that all member states must adigphestically. The European Commission

defines directives in the following manner:

2 European Union. “EU Treaties.” (accessed April 201

*3 European Commission. “What is EU Law®pplication of EU Law
http://ec.europa.eu/eu_law/introduction/treaty #m.faccessed April 2012).

>4 European Commission. “What is EU Law?” (accesspd|2012).

%> European Commission. “What are EU decisiofipplication of EU law.
http://ec.europa.eu/eu_law/introduction/what _decisen.htm(accessed April 2012).
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EU directives lay down certain end results that tmos achieved in every

Member State. National authorities have to adagir thws to meet these goals,

but are free to decide how to do so... Directives ased to bring different

national laws into line with each other, and aretipalarly common in matters

affecting the operation of the single market (product safety standards).
As such, the EU provides a specific date by whieminer states are required to have transposed
the “certain end results.” This delineated timeigeemgives “national authorities the room for
manoeuvre,” and it accounts for the differing systeand structures in each member state.

Regulations differ from decisions and directivesdwuse they are immediately binding on
all member states. This characteristic makes régukathe “most direct form of EU law®'In
addition, the member state governments do not neehke specific actions to respond to
regulations. Regulations can be passed eithedydigtthe Council and the Parliament, or by the
Commission alon&. The regulatory mode became a more frequent mogelmlymaking in the
EU as the single European market developed an&lthpushed to remove barriers between its
member states’ economi®sHelen Wallace argues that the “strength of theopean legal
process, the machinery for promoting technical eoafon, and the distance from parliamentary
interference were all factors that encouraged [deselopment of a regulatory mode of
policymaking] further, namely by removing nationa&rriers to the creation of the single

market.”* The regulatory mode has been the predominantymoéiking method at the EU-level

in the domain of agricultural biotechnology.

*5 European Commission. “What are EU directivespplication of EU law.
http://ec.europa.eu/eu_law/introduction/what dixecten.htm(accessed April 2012).
>" European Commission. “What are EU directives?téased April 2012).

*8 European Commission. “What are EU regulationsgplication of EU law.
http://ec.europa.eu/eu_law/introduction/what retioita en.htm(accessed April 2012).
*9 European Commission. “What are EU regulations@t¢ased April 2012).

0 Helen Wallace. “An Institutional Anatomy and FiRelicy Modes.” 95.

1 Helen Wallace. “An Institutional Anatomy and FiRelicy Modes.” 95.
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The Evolution of European and American Risk Management of Genetic Engineering

Although differences exist across the globe amtrg regulatory regimes that now
handle the specific issue area of agriculturaldzbhology?? there are a few broad features that
can be used to characterize contemporary bioteaggolegulation. For one, agricultural
biotechnology regulation has been relatively pesmésin comparison to other risk systems like
that of medicine and healthcafeln addition, regulatory systems, until recentlyadhbeen
predicated on the assumption that biotechnologicatlucts should be individually assessed
before being approvedl Beyond questions of safety and health, issuesodéthnology and its
regulation frequently raise moral concerns. Findlhe development of each state’s regulatory
system continues to be shaped by what is occuminije systems of other countries. External
influences in system development also include alibgs to the World Trade Organization
(WTO), the Biosafety Protocol, and the United NaoCodex Alimentarius.
American differences

Despite these broad similarities, the Americandabnology regulatory system is clearly
different than that of its European counterpart@arr@ll West attributes theaissez-faire
regulatory approach that Americans have toward GihQke food supply to the strength of the
agribusiness lobby and the American desire to éxpod to other countri€s.In fact, in the US
there is little regulation by the government of Gil&nts that enter food sources intended for
human consumption, although the US does more glosgllate animal products.

Authority over the regulation of genetic enginegrivas shifted since the 1970s. The US

Food and Drug Administration (FDA), which oversdesd safety, adopted its first policy on

62 Agricultural biotechnology is the direct desceridaiithe original recombinant DNA activities of th70s.

% Steven McGiffenBiotechnology: Corporate Power versus Public Ingéfeondon: Pluto Press, 2005): 1.

% McGiffen 1.

% Darrell West,Biotechnology Policy Across National BoundarieseT8cience-Industrial Compleilew York:
Palgrave Macmillan, 2007): 49.
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biotechnology in 1986. Called the Coordinated Fraor& for Regulation of Biotechnology, it
gave the FDA the authority over the regulation @fambinant DNA and bioengineered food
products® Under this framework, the FDA was granted powersecure the food supply, which
included the ability to remove products from therked if need be. It also established that
bioengineered agriculture products would be heldh® same safety standards as other food
products”’

The FDA’'s power was further extended in 1992, wilitebroadened its authority to
include regulation of “pre-market” productdMoreover, during the approval process of the first
few products, after its power had been expandedFDA developed its doctrine of “substantial
equivalence” for GM food. This standard meant tiisd modified product was genetically
similar to a current “natural” crop, then the FDAwld consider it a natural product; it could be
“sold, marketed, and consumed without fear of negaimpact on health or safet{’."The FDA
also did not require labeling of products to atemisumers to GM content.

These practices — the standard of “substantialvetgnce” and a lack of labeling —
contribute to the Americandaissez-faireapproach to agricultural biotechnology regulation.
Additionally, West notes that the American publastshown very little awareness of GM fdbd.
The Pew Initiative on Food and Biotechnology (PIRFEs carried out several major national
opinion polls to determine American consumers’ \8een agricultural biotechnology, which

show that the majority of Americans report havirggud relatively little about GM foodsNot

 West 52.

" West 52.

% The “pre-market” stage of food production refarsahole foods before they are processed and mixgtdather
components.

% West 53.

O West 55.

"LW. Fink and M. Rodemeyer, “Genetically Modifieddets: US Public Opinion Research Polls, Tine Public, the
Media, and Agricultural BiotechnologyD. Brossard, J. Shanahan, and T.C. Nesbitt, gdson, UK: CAB
International, 2007): 126, 130.
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only do surveys of Americans show that there i®aegal ignorance among them about GMOs
in food sources, they also reveal that most Amasaae highly unaware that they have almost
definitely consumed such produéidn general, PIFB has concluded that the issueMOG in
food is not a “top of mind” issue for most Americeaonsumers?
Regulatory shifts

As Vogel points out, American environmental prdéitat standards were viewed as more
stringent than their European counterparts fromdtee1960s through the mid-1980s. American
regulatory responses to suspected human carcinogesticides, Red Dye No. 2, and DDT were
more stringent than those across the Atlantic. U8ewvas also more restrictive on the regulation
of chemicals, of vehicle emissions, and of chldumfocarbons? According to Vogel, the US
did, in fact, embrace the precautionary principte the 1960s and 1970s with stricter
environmental impact assessments and a strictapegipprocess for prescription drugsyet
despite this strong record of stringent regulategponses and high standards when compared to
European states, the US did not maintain the samaation, starting in the mid-1980s through
the 1990s, in environmental regulation or in theaarof public health and food safety. A review
of the changes in American and European regulappyoaches, which are often characterized
as a trading of places, helps us to understandiffegent administrative bodies that are charged

with regulating GMOs?

2 West cites a survey by the Food Policy InstituteRatgers University, from 2001, that shows tha®58f
Americans thought they had never eaten a gensticatidified product, while half were unaware geratic
modified products were even sold in the US. He goes$urther to state that experts estimate that 60%0% of
American processed food includes genetically medifhgredients, making it extremely likely that mésnerican
have ingested GM products (56). This lack of awessnwas further supported by a survey done by RiaB
showed that only 25% of respondents thought thelyimgested GM foods (Fink and Rodemeyer, 136).

3 Fink and Rodemeyer, 130.

" \Vogel 558-560.

5 Vogel 560-561. He also points out that the strigigproval process for prescription drugs was irt peought
about as a reaction to the near-approval of thalide.

®Vogel 558.
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Cracks in the American reputation for stringen@peared because the US did not
maintain its pace in creating a high number of negulations? meanwhile, European
regulators were churning out more stringent stadgjgparticularly in the area of food safety.
This was due, in part, to the European public healtd food safety scares of the 1990s. This
burst of European regulatory action contributetht perception that the US was lagging, while
the EU was becoming the leader. Vogel points oat the roots of this European shift toward
stringency can be found in the mid-1980s. In 1986,EU banned growth hormones for beef,
and a moratorium on the use of hormones in milkdpetion soon followe& Regulatory
responses to mad cow disease also illustrate thegaing positions of the US and the EU, with
the US lagging in response time to addressingrisescas compared to the UK and to Europe as
a whole. Thus, this time period marks a definitirasition to a more stringent approach for the
EU. Yet, Vogel also notes that Europe’s new reguiatstringency focused on new food
technologies, rather than on the risks of trad#dlofoods (like raw milk cheeses), which
Europeans have embrac@d his example highlights the difference in Americamd European
perceptions of the risks of new food technologies.

Hommel and Valceschini delve further into underdiag these differences in
perceptior?? They argue that tension will exist between thednd the EU in the issue area of
agricultural biotechnology as long as the EU camsto characterize GMOs as “novel foods”

(new foods that could affect public health and hamempact on the environment). Americans

"1t is important to note that, as Vogel states, W8 did not repeal any of the stringent regulatibrsd in place,
nor did it suffer the same major regulatory faikitkeat struck in Europe in the 1990s (577-578)nFxuogel’s point

of view, however, the regulatory failures in Euragghe 1980s and 1990s had been “broader and déégseding

to an “increase in the public’'s sense of vulnegbtb and anxiety about the risks associated witidern society
and this in turn has affected the political coniextvhich regulatory policies have been made” (571)

8\Vogel 562.

Vogel 562.

8 Thierry Hommel and Egizio Valceschini, “La Constiion incompléte du marché européen des OGM. Une
comparaison des cadres institutionnels européeanetricain a partir de la théorie des droits de pétd”
Oléagineux, Corps Gras, Lipid€¢$4.2 Mars-Avril 2007): 77.
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regard GMOs as “products” that already fit into ithexisting regulatory frameworks; by
contrast, “novel foods” would require new regulasand standardSThis primary difference in
perception leads to different risk assessment gesszon each side of the Atlantic. In the US,
GMOs are assessed based on their genetic propagieesmpared to existing plants and the
concept of substantial equivalence. If the chemicakeup of a tomato and the genetic material
being added to it, for example, were not separadelgmed risky, then an American regulator
will determine the modified tomato to be safe withadditional testing European regulators
do not consider this comparative, chemical analysisan existing plant to be sufficiently
complete, though they may include such an assessmatbroader range of testing.

In the EU, the regulatory approach to GMOs is woRnged, through what is deemed
“horizontal” and “vertical” legislation, and it ihedes policies in the form of both directives and
regulations. “Horizontal” legislation is composeidel) directives that treat all biotechnology as
a domain in which environmental protections and lipulbealth and safety need to be
considere® (see Diagram 3.1). “Horizontal” legislation reges GMOs in general, and is not
limited to specific product categories (like phaomaticals, agriculture, industrial, eté.).
“Vertical” legislation, by comparison, is made up directives and regulations that target the
specific categories of GMOs and GM prodfici{see Diagram 3.2). Thus, GMOs and GM
products covered by “vertical” legislation must m#e regulatory standards of their particular
sectors, in both development and producttdn. this way, GM crops and products were placed

in different policy domains by the US and the EWdd dhis differential placement continues to

81 Hommel and Valceschini 76-77.
82 Hommel and Valceschini 76-77.
8 Hommel and Valceschini 77.
8 Sebastiaan PrinceBl Regulation and Transatlantic Tra§€he Hague: Kluwer Law International, 2002): 211.
85 .
Princen 211.
8 Hommel and Valceschini 77.
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shape the regulatory responses to them. Existingrisan regulatory bodies were charged with
overseeing new versions of an old product, whil&umope, new institutions were developed to

deal with these “novel” crops and foods.

DIAGRAM 3.1. Horizontal EU Agricultural Biotechnology Legislation

Horizontal EU
Regulation of
Biotechnology
Directives
I |
/ Council Directive Directive 2001/18/EC of Directive 2008/27/EC of\
90/220/EEC of 23 April the EP and of the Council the EP and of the Council
1990 on the deliberate of 12 March 2001 on the of 11 March 2008
release into the deliberate release into the (amends Directive
environment of genetically environment of GMOs 2001/18/EC)
modified organisms (repeals Council
\ Directive 90/220/EEC) /
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DIAGRAM 3.2. Vertical EU Agricultural Biotechnology Legislation

Vertical EU Regulation of
Biotechnology
Regulations*

Regulation (EC) No 178/2002 of the EP and of the\
Council of 28 January 2002 laying down the
general principles and requirements of food law,
establishing EFSA, and laying down procedures in
matters of food safety Y,

\
Regulation (EC) No 1829/2003 of the EP and of the
Council of 22 September 2003 on genetically modified
food and feed

J
Commission Regulation (EC) No 65/2004 of
14 January 2004, establishing a system for the
development and assignment of unique
identifiers for GMOs
/

* Diagram 3.2 provides includes only three exampésEU regulations for agricultural biotechnologyor a
complete list, see the Appendix of EU LegislatiorR&lated Documents.
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EU Regulation of Agricultural Biotechnology

As a whole, European states have been much mot®wusin their risk assessment and
management of genetically engineered agriculturatiycts. The EU has come to rely on the
precautionary principle to frame its approach te tiegulation of genetic engineering. The
precautionary principle can be plainly defined #se“assumption that experimentation should
only proceed when there is a guarantee that theomé will not be harmful®” This standard is
also upheld in regards to allowing GM components iimod products (see Table 3.3 for an
overview of current EU legislation governing GMQwlaGM products). The EU has addressed
this issue more directly with its Regulation on Mb#oods and Novel Food Ingredients, issued
in 1997. The EU Directive on Deliberate Releas&ehetically Modified Organisms, replacing
the original Council Directive from 1990 (90/220/ELE was passed four years later. In addition,
six European states within the EU have issued bartGMOs by invoking the safeguard clause:
Austria, France, Germany, Greece, Hungary, and mimogirg®®

Besides the early regulatory responses to labgratacedures, which had lasting effects
on the current regulatory frameworks, externaluefices have played a significant part in the
development of Europe’s regulatory system. Becadsmore stringent European regulations,
particularly in regards to the labeling requirenseand a ban on the importation of GMOs from
1998 to 2004, American agricultural biotech produbtive been refused entry into the EU
marketplace. As a consequence, American leaded &l complaint with the WTO in 2003,

accusing Europe of “illegally restricting import8.The US was successful in its petition, and the

8 Tony Gilland, “Trade War or Culture War? The GMHage in Britain and the European Union, Liet Them Eat
Precaution Jon Entine, ed. (Washington, DC: The AEI Pref§§62: 57. See Chapter 1 for a more detailed review
of the precautionary principle.
8 DG Health and Consumers. “Rules on GMOs in the-ERAn on GMOs cultivation.Food and Feed Safety.
?gttp://ec.europa.eu/food/food/biotechnoloqv/qmo lwaittivation_en.htnfaccessed August 2012).

West 57.
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WTO ordered the European Commission to allow GMdfado the EU. Still, most European
states and the EU continue to require rigid lalgetinteria, although there is some confusion
over how to define “GM-free” footf, although some states continue to refuse to impiefEe
legislation. In addition to a seemingly more causi@pproach at the political level, the general
public in Europe has a much higher level of awasepand of fear, of GM food produéts.

But not every scholar paints the EU as a reluctantor in the debate over the risk
management of GM food. Steven McGiffen argues teatain EU authorities do not have a
particularly negative view of the agricultural ®ohnology industry, and instead European
leaders are pushing for the EU to catch up in teoimsesearch and development and trade
opportunities? And, when one examines Europe as individual stassation in public opinion
and in the regulatory systems created to handlep&ucts becomes evident. In his analysis,
McGiffen takes care to separate out national paticgices from EU regulations. He points to
the Barcelona Declaration of 2002, in which thedpaan Council pushed the biotechnology
industry as an important part to Europe’s econofuiare, as evidence that the leadership of
Europe will allow development in this issue atea.

However, the European Commission, which seemsviar fi@laxing regulation of genetic
engineering and GM products, does not have exdusivmnpetence over the broad issue area of
biotechnology. Rather, different institutions withthe EU or its member states may hold
policymaking authority over issues of biotechnolodgpending on the industrial sector involved

and on the principle of subsidiarityThe overlapping and sometimes conflicting regalatiin

9 \West 57-58.
1 West 60.

92 McGiffen 6.
% McGiffen 6-7.
% McGiffen 7.

118



this area of shared competence (where both the erestates and the EU have policymaking
powers) create challenges for both horizontal aertical regulatory measures.

TABLE 3.3

Current EU legislation governing GMOs and GM products*

Applicable EU legislation Step-by-step activities in the
production process

Contained Use Directive 90/219

Council Directive 90/219/EEC of 23 April 1990 GMO research in laboratories
on the contained use of genetically modified

micro-organisms.

Directive 2001/18/EC
Directive 2001/18/EC of the European Parliament and .
of the Council of 12 March 2001 GMO experimental releases
on the deliberate release into the environment (field trials)
of genetically modified organisms and
repealing Council Directive 90/220/EEC.

Regulation 1829/2003 & Directive 98/95/EC

Regulation (EC) No 1829/2003 of the European )

Parliament and of the Council of 22 September 2003 on GMO environmental releases
genetically modified food and feed; Council Directive for crops

98/95/EC of 14 December 1998 (amended earlier
Directives on GM seeds).

Authorization of marketing
Regulation 1829/2003 & Directive 98/95/EC of GM seeds

(for environmental releases of crops)

. Authorization of marketing
Regulation 1829/2003 of GM food and feed

Regulation 1829/2003 Labeling of GM seed, food, and feed

Regulation 1830/2003
Regulation (EC) No 1830/2003 of the European
Parliament and of the Council of 22 September 2003 Traceability and labeling
concerning the traceability and labeling of genetically

modified organisms and the traceability of food and of GM products
feed products produced from genetically modified
organisms and amending Directive 2001/18/EC.

* This table has been adapted from: Mark A. Pollacki Gregory C. Shaffer. 2010. “Biotechnology &pli In
Wallace, Pollack, and Young, ed®olicy-Making in the European Unio®ixth edition. Oxford: Oxford University
Press: 344. The table does not include all EU letiig on agricultural biotechnology. For a comelést of all EU
legislation in this domain, see the Appendix of Edgjislation & Related Documents.
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The EU regulatory framework for agricultural biotewlogy

For GMO policy, the EU has become the “locus ofdiegive activity” for its member
states, though some have adopted additional, retiegulation$® Moreover this EU legislative
activity is all regulatory for GMOs and GM producks particular in this issue area, the EU has
created the Directive 2001/18/EC on the DelibeRetase into the Environment of Genetically
Modified Organisms (which replaced Directive 90/BC, the original legal basis of EU
regulation) and its related legislation: Directi2908/27/EC (an amendment to Directive
2001/18/EC), Regulation (EC) No 1830/2003 (on lmgeland traceability of GMOs), and
Commission Regulations (EC) No 641/2004 and No 1886 (rules for implementation). The
main aim of Directive 2001/18/EC was:

to make the procedure for granting consent fordidléoerate release and placing

on the market of genetically modified organisms (@$) more efficient and more

transparent, to limit such consent to a period years (renewable) and to

introduce compulsory monitoring after GMOs haverbpkced on the markét.
The subsequent regulations on GMOs, such as Regul@C) No 1830/2003, were intended to
clarify the requirements laid out in Directive 2008/EC for the traceability and labeling of
GMOs and products derived from GM crops. The EUeddddditional layers of detailed rules
for implementation of oversight and authorizatiorogedures and GMO traceability with
Commission Regulations (EC) No 641/2004 and No 18®¥6. The objective of these later
regulations was to harmonize the differing impletagon measures that were being taken in the

member states, by spelling out more specificaly standards and rules that the states were to

follow.

% prakesh and Kollman, “Biopolitics in the EU and thS,” p.622.
% European Commission, “Summaries of Legislationiiizeate Release of Genetically Modified Organisms
(GMOs),” http://europa.eul/legislation_summaries/agriculfo/I28130_en.htnfaccessed Dec 2010).
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Although the EU has become the locus of legislatietvity in this policy domain, it also
has provided a “safeguard clause” from which thividual member states retain some power.
Originally included in Directive 90/220/EEC, andeperved in its replacement Directive
(2001/18/EC), the safeguard clause allows membé&rssto “provisionally restrict or prohibit the
use and/or sale of that product on its territofythey have “justifiable reasons to consider that a
GMO, which has received written consent for placimgthe market, constitutes a risk to human
health or the environment’"The clause is seen by anti-GM proponents as atwaafeguard
the sovereignty of the member states to make @essiregarding concerns about the
environment, public health, and food safety. lalso the main instrument that a state can use to
protect its right to regulate in those domainshasrtational government sees fit.

The safeguard clause has been invoked on nineatepaccasions, including twice by
France: in 1996 with Ms1xRf1 oilseed rape (a cra@gdiently used in the production canola oil),
and in 2008 with MON 810 maiZ&Moreover, six states total have invoked the clg&#sance,
Austria, Germany, Greece, Luxembourg, and the WK)ich has contributed to the gridlock in
the GMO approval process. By 1998, six member sf@eluding France) were pushing the EU
to impose a moratorium on approvals of GM produttsese states argued that a moratorium
should be in place until a new and more stringgstesn of regulation was develop&dBy
voting to block all new GMO approvals in the Countthese countries were able to prevent any

new GM varieties from being authorized for salensstn 1998 and 2004; the only exceptions

" Directorate General for Health and Consumers, “GN®Oa nutshell,Food Safety — From the Farm to the Fork
http://ec.europa.eu/food/food/biotechnology/gantiagh. htm#daccessed July 2011).

% Opinion of the Scientific Panel on Genetically Nfatl Organisms on a request from the Commissidated to
genetically modified crops (Bt176 maize, MON810 meqi T25 maize, Topas 19/2 oilseed rape and Ms1xRfl
oilseed rape) subject to safeguard clauses invelkedrding to Article 16 of Directive 90/220/EEThe EFSA
Journal 338 (2006), p.1-15; “Maize MON 810: France triggsedeguard clauseGMO Compasg13 Jan 2008),
http://www.gmo-compass.org/eng/news/319.maize_mb@ Bance_triggers_safequard clause.html (accessed
August 2011).

% David Vogel. 2012The Politics of Precaution. Regulating Health, $afand Environmental Risks in Europe

and the United State®rinceton: Princeton University Press. p.78.
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were foods judged ‘substantially equivalent’ to gbgroduced by conventional seeti$The
moratorium remained in place until 2004, after tBd adopted new regulations on GMO
marketability, traceability, labeling, and approstdndards.
The policymaking process in agricultural biotecrowt

Nonetheless, despite the safeguard clause, théeStugopean Act in 1987 more firmly
established support for the EU as the main regylatody in terms of institutional authority
over agricultural biotechnology, due to changesating procedure¥* The inclusion of the
precautionary principle in the TEU and the latdl gpon the Council and the Parliament in the
Treaty of Amsterdam to “achieve high levels of kieakafety, environmental and consumer
protection” further bolster the EU’'s claim to autiy'® To initiate legislation, the
Commission’s Environment Directorate-General (DG ViENhad control over proposing
environmental policies in the EU, a category unaleich issues of biotechnology frequently fall,
until July 2010. However, DG ENV was perceived @& being particularly cooperative in
efforts to unblock the approval process for GMOpst®® Thus, as part of his attempts to
overcome the impasse between pro- and anti-GM mestates, Commission President Barroso
shifted control to DG SANCO. Anti-GM groups (such @reenpeace) criticized this decision,
arguing that this shift in control was only to cinevent ethical or socio-economic challenges to
approvals?®

After an initial policy proposal from a DG, legisilan must pass through the convoluted

EU system with the adoption process involving “@auncil, the European Parliament, and the

190y/0gel. The Politics of PrecautiorV8.

101 yogel, “Hare and the Tortoise Revisited,” p.57e$e changes included the introduction of the cajos
procedure, which gave the European Parliament ipoweer to adopt legislation through qualified majproting,
in collaboration with the Council. The SEA Act alsgpanded the number of areas in which qualifiegoritg
voting could be used.

192y/0gel, “Hare and the Tortoise Revisited,” p.573.

193 prakesh and Kollman, “Biopolitics in the EU and thS,” p.622.

104 cahill, “Cultivating.”
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Commission, and that varies according to the typeadicy being debated” Despite the
centrality of the Commission in the policy adoptipnocess, the Council has remained a
powerful actof® In addition, Prakesh, Kollman, and Vogel agred twlier treaty changes to
the co-decision procedure gave more power to thied@an Parliament, which in turn enabled it
to pressure the Council to adopt more stringentsomes for GMO regulatioli’ Yet while DG
ENV was the key actor in proposing legislation tigl the Commission, it also had to contend
with other interested DGs (such as the Trade, Agitice, and Enterprise DGs) and it frequently
fielded criticism from DG SANCO and the DG for Rasgh and Innovatiol? Thus, several
DGs, in addition to the Parliament and Council, endnad input into and influence over the
creation of GM regulatory measures.
The GMO approval process

For approvals of specific GMOs, the process begirtiie Commission, which acts as the
chair of the Standing Committee on the Food Chanh Animal Health (see Diagram 3.3 for a
flowchart of the approval process). The Commisgioafts an “opinion” on an authorization
proposal for a particular GMO and then presents t¢hhaft to a committee of member state
representative$? A QMV of the committee members in favor of theftlia needed in order to
allow the Commission to adopt it and to require thember states to implement*f.If the

committee chooses to reject the proposal, the Cssiam must then submit it to the Council,

195 prakesh and Kollman, “Biopolitics in the EU and thS,” p.622.

1% prakesh and Kollman, “Biopolitics in the EU ane thS,” p.622.

197 prakesh and Kollman, “Biopolitics in the EU aneé tS,” p.623; Vogel, “Hare and the Tortoise Reeisijt
p.574.

198 prakesh and Kollman, “Biopolitics in the EU ané 14S,” p.623. One can expect that DG SANCO wilbaie
subject to criticism from competing DGs in its neapacity.

199 Grace Skogstad, “Contested Accountability Claimd &MO Regulation in the European Uniodg@urnal of
Common Market Studieml. 49, no. 4 (2011), pp.904-905.

110 5kogstad, “Contested Accountability Claims,” p.905
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who may also stop the progress of the proposal witMV against it" However, if the
member state committee fails to decisively agre¢hendraft (either to adopt or reject it with a
QMV) in the stipulated three-month period, the Cassion, acting as the College of
Commissioners, must approve''it.This outcome — a lack of decisive action resulting
compulsory approval — creates the basis for camtiest over authority in the domain of
agricultural biotechnology.

As Grace Skogstad notes: “Since 2004, although ri@ae a dozen GMOs have been
authorized for import into the EU for use asmal feed and/or processingone was approved
by a QMV of Member States!®* Member states have been reluctant within the atgnyf
committee “to impose a decision to authorize tHévation of a GM crop on recalcitrant fellow
national governments and to require Member Stadekifttsafeguard bans that prohibit EU-
approved GMOs in their country:* A minority of member states has consistently béstla
favorable GMO approval at the committee level, andsions within the Council have also
resulted in an inability to gather the QMV to dectty reject or support the Commission’s
proposals® Thus, all approvals have been the result of thike@® of Commissionerde facto
adoption of the Commission’s proposals.

This process has undermined the legitimacy of thksEauthority, as decisions are
moving forward without a consensus among the merstag¢e representatives. Bentham asserts
that “those who regulate and govern the behavidwtlrers do so conditional on the latter’s

acceptance of their right to do s&"Yet, because this process disregards that lackmgensus,

11 gkogstad, “Contested Accountability Claims,” p.905

12 gkogstad, “Contested Accountability Claims,” p.905

113 gkogstad, “Contested Accountability Claims,” p.9€#ics in original.

114 gkogstad, “Contested Accountability Claims,” p.906

115 gkogstad, “Contested Accountability Claims,” p.905

118D, BenthamThe Legitimation of Powe1991), as referenced in Skogstad, “Contested éuatzdility Claims,”
p.897.
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there are few incentives for member states, edpetise in which GMOs are a source of
political contestation, to support EU regulationstead, there is plenty to attack in terms of the
EU’s legitimacy:'’ Consequently, EU member states are challenging:thie right to regulate
agricultural biotechnology by refusing to implemeBt legislation, which rescinds their

acceptance of the EU’s right to competence indbmsain.

17 skogstad, “Contested Accountability Claims,” p.908
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The European Food Safety Authority

In August 2001, the EU member states agreed tatecr@ European-wide authority to
oversee food standart¥8 Through changes to its regulatory regime, the Bped to attain the
highest standard of food safety while restoringstwner confidenc&; and by the end of 2001
the European Parliament had voted for the European Safety Authority (EFSA) to be put
into place*”® However, EFSA is only responsible for food safegk assessment, not for risk
management. Other EU institutions carry out riskhagement responsibilities:

As the risk assessor, EFSA produces scientificiopgnand advice to provide a

sound foundation for European policies and legmtatand to support the

European Commission, European Parliament and EU bderStates in taking

effective and timely risk management decisiths.
EFSA, though, is not completely dependent on tiesi@utions for delegated tasks. Previously,
the scientific community had to wait for Commissi@guests before responding with adviée.
Now, EFSA may carry out its own assessments orséfety of the food supply, as well as
respond to requests by the aforementioned ingtitator national food authorities; though where
consultation is mandatory, the Commission retaigslusive authority over requests for
scientific information'?®

However, despite its explicit mandate to carry sk assessment, EFSA “lacks formal

authority to reach binding resolutions on potehtiaontentious scientific issue&:” This is

illustrated, for example, in the invocation of sefeguard clause for MON 810 seeds. EFSA had

18 \Wim Weber, “The Road ahead for the European Faafdt$ Authority,” The Lancewol. 358 (25 Aug 2001),
p.650.

19 Alberto Alemanno, “Food Safety and the Single fpaan Market,” in Ansell and Vogel (ed3fyhat’s the Beef?
The Contested Governance of European Food S@atybridge, MA: The MIT Press, 2006), p.247.

120 Arthur Rogers, “European food safety agency takesmore step closer to realitf;he Lancevol. 358 (15 Dec
2001), p.2060.

121 European Food Safety Authority (EFSA), “About EFSAEuropean Food Safety Authorit§2007),
http://www.efsa.europa.eu/EFSA/efsa_locale-117863872_ AboutEfsa.htrtaccessed December 2007).

122 Alemanno, “Food Safety and the Single Europearkistarp.249.

123 Alemanno, “Food Safety and the Single Europearktarp.249.

124 Alemanno, “Food Safety and the Single Europearkitarp.249.
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concluded that there was “no new evidence that dvqudtify overturning the EU’s decision to
authorize [its] cultivation™ However, in March 2009, the EU council of envir@mhministers
voted 22 to 5 to allow Austria and Hungary to maimttheir bans$®* This decision meant that
“member states that had exercised their ‘safeguyanetogatives would no longer be required to
provide any scientific justification for their de@ns."* Since EFSA’s creation, eight member
states have enacted temporary bans on eight diff@®lO varieties; EFSA has not found any of
these bans to be scientifically justifigtiBut, with no direct regulatory powers, EFSA i lief
offer opinions and to develop safety norms and deeds'®® Thus at the EU-level of
policymaking, the Commission and EFSA are “consitge more favorable toward the
introduction of GMOs into Europe,” while the Couin¢he EP, and several member states have
been resistartt’
Role of national institutions

Within the member states, the national food sadgincies have different responsibilities
and levels of influence within their respectiveioaal decisionmaking procedures. At the EU-
level, these agencies may advise their nationakgouents on implementation of EU law and
on European food safety and public health issuabs&juently, public opinion can play an
important role in decisionmaking, as national pcbins must respond to risk-averse publics and
the consequences of any potential scand@ahese national agencies are supposed to protect

against regulatory capture by one institution denest group, a particular concern after the

125 Gunjan Sinha, “Up in Arms Nature Biotechnologyol.27, no.7 (July 2009), p.593.

126 Sinha, “Up in Arms,” p.594.

127y/0gel. The Politics of Precautior80.

128y/0gel. The Politics of Precautior80.

129 Damian Chalmers, “Food for Thought’: Reconcilifituropean Risks and Traditional Ways of Lif&he
Modern Law Review§6.4 (July 2003), p.532.

130y/0gel. The Politics of Precautior80.

131yogel, “Hare and the Tortoise Revisited,” p.571.
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mishandling of the “mad cow” crisi& They are also responsible for regulating fieldlgriof
GMOs and the coexistence of GM and non-GM crophiwitheir borders® Nevertheless, “only
EFSA, not the competent national authority, is naded [by the EU] to issue an opinion on
whether a GM food or feed product will have advesfects on human health, animal health or
the environment and/or should be placed on the endik Despite, the EU’s approval of new
GM varieties since the end of the moratorium in £0any member states (Austria, Italy,
Luxembourg, Greece, Ireland, Hungary, and France) @egional governments continue to
refuse to accept GMOs approved by the Commiss$idrhe national agencies have played a role
in supporting the anti-GM stance of certain mendates.

After being hit hard domestically by a number a$es, the French establishedAigence
francaise de sécurité sanitaire des alimefA&SSA) in 1998 to avoid future scandals and to
regulate food safety efficienth? Taking a cue from the efforts to reinforce the agament
capacities of the Ministry of Health with the ciieat of independent agencies, the French
government launched AFSSA to provide scientifikk ressessment to help set regulation, to
improve the transparency of the decisionmaking ggecand to implement the precautionary
principle when necessaty/.In contrast to EFSA, AFSSA was supposed to havepetency in
both risk assessment and risk management. Like ERSwWever, AFSSA was weak in that it

had little or no means or legitimacy to introducemomic, political, or social considerations in

132y/0gel, “Hare and the Tortoise Revisited,” p.571.

133 Skogstad, “Contested Accountability Claims,” p.904

134 Skogstad, “Contested Accountability Claims,” p.904

135Vogel. The Politics of Precautior8l.

136 AFSSA merged with thAgence francaise de sécurité sanitaire de I'enviement et du travaih July 2010 to
form the Agence nationale chargée de la sécurité sanitagd'alimentation, de I'environnement et du travi@ile
French Agency for Food, Environmental, and Occupeti Health — ANSES). Because this research adzsdhe
time period from 1990-2010, we will continue to USESSA to refer to the French agency responsibitefdod
safety.

137 Olivier Borraz, Julien Besangon, & Christophe @kau, “Is It Just about Trust?” in Ansell and Vo¢eds.),
What's the Beef? The Contested Governance of Eampeod Safety(Cambridge, MA: The MIT Press, 2006),
p.128.
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its risk assessmefit. Additionally, the relevant national ministries W& to retain their control
over risk management, at the expense of AFSSAlsoaity."*°

AFSSA is a relevant institution for study, despit® lack of national power, for the
legitimacy that it bestowed on the French goverrtna¢ran EU-level. During an attempt by the
Commission to lift the moratorium on GM-crops in989 AFSSA opposed the risk assessment
of Bt-11 maize by the EU’s scientific committeesddater the assessments by EFSA; AFSSA
claimed that there was not sufficient data to aebee whether the maize posed a risk to human
health'®® As a result, France delayed implementation ofapgroval process for GMCS.In
this case, we thus see that France, as a membersgés asserting its right to assess and manage
risk at the state-level. This situation left notyothe relationship between national agencies and
EFSA unclear, but it also foreshadowed the comiguwonflict between France and the EU on
the issue of GMOs.

Individual states have also influenced EU decisiakimg in other ways. Some states
considered “leaders” within the EU, with their mawal policies more stringent than EU
standards, promote their environmental policiestenEU stagé&’” These states have bolstered
their influence by pushing domestic industry grotgpslemand broader European adherence to

their national policies in order to maintain faiarket competition?® Industry was involved as

138 Borrazet al, “Is It Just about Trust?” p.134.

139 Borrazet al, “Is It Just about Trust?” p.133.

140 Borrazet al, “Is It Just about Trust?” p.149.

1“1 Borrazet al, “Is It Just about Trust?” p.149.

142 prakesh and Kollman, “Biopolitics in the EU ande thS,” p.623. This “leader” group includes Germany,
Denmark, the Netherlands, and Sweden.

143 prakesh and Kollman, “Biopolitics in the EU and thS,” p.623.
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well in the original push for approval of GMO cropsthe 1990s, with biotechnology companies
arguing that their products were safe and effici&nt
European judicial decisions

Interestingly, in 1996 France initially supportdtk tbiotech industry’s efforts to gain
approval for GM crops. As detailed in the Introdot French authorities backed Novartis’
application for approval from the EU for commerization of three Bt maize varietié&s.
Moreover, the French plant registration office e$uhe license required for entry of Bt maize
onto the market. It was not until Greenpeace chglld the French government’'s risk
assessment that the Frer€hnseil d’Etatsuspended commercialization of the maize in 1998,
based on the grounds that the proper constitutipmmaless had not been followBtiBecause this
reversal placed France in violation of the EU’srappl of the maize, th€onseil d’Etatturned
to the ECJ for a resolution. The ECJ, in turn, duleat France was bound by its original opinion
in support of the GMQ'’s approvdf. In addition, the ECJ made it clear that Francaikife to
present new scientific information showing the GMCbe unsafe (a requirement at the time for
invoking the safeguard clause) undermined Fraraigesnpt at reversing its position.

The shift from support of GMOs to opposition deysd into a long-term position of
French resistance to implementing EU regulatiothia domain. This resistance is rooted in the
belief that stringent regulations based on sciengfaluation will never be sufficient; rather,

GMOs and GM products should not be approved atBaltause of persistent non-compliance

144 aArnaud Apoteker, Gay Philippe, Riesel René, Martdalier, and Guillou Marion, “Les OGM: les poirds vue
en presence. Conférence de citoyens sur I'utitisatles organismes génétiquement modifiE&gbnomie rurale
no.248 (1998), p.47-48.

145 Sabine Louét, “EU Court overrules FrancBtamaize ban,Nature Biotechnologyol. 18 (May 2000), p.487.
146 ouét, “EU Court overrules ban,” p.487.

147 press Release No. 18/00 on Case C-8/&bciationGreenpeace France and Others v Ministére de I'Agtice
et de la Péche and Othef2000], http://curia.europa.eu/en/actu/communiques/cpQ@fzdD18en.htm(accessed
July 2011). Full text of the decision can be foatd
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do2CELEX:61999J0006:EN:PDF
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with EU legislation, the French position has ledvio other key judicial decisions, with pressure
to enforce implementation of GMO regulation comiingm both the European Commission
through the ECJ and from major GM crop exportenge (S, Canada, and Argentina) through
the WTO.

The Commission has launched many cases against enestdies for non-compliance,
usually as a pressure tactic for states to complatesposition of the legislation into their
national systems. Traditionally, if the state coetgé transposition and becomes compliant
before the legal proceedings are resolved, the dssmon drops the case and the member state
avoids a penalty payment. However, in the mostntecase against France, a new precedent has
been set by the ECJ. The Commission had previdoglgted and won a proceeding against
France in 2004, in which the ECJ ruled that Frama “infringed Community law by failing to
transpose Directive 2001/18/E€®"But France still failed to transpose the Directigowing
the ruling, and in 2007 the Commission initiatedv@oceedings. To avoid penalty payments
that would be imposed again, France complied with Directive and transposed the EU
legislation late in the legal proceedings. Prethistathe Commission then dropped its request for
those penalty payments accrued during the periawiofcompliance.

However, despite the fact that France had finadlgrbpushed to transpose the Directive,
the Commission did not drop its request that Frgpaea lump sum penalty (different from the
dropped penalty payments) for failure to complyhwibhe 2004 judgment. This tested a new
enforcement policy of the Commission — to imposéhlqgenalty and lump sum payments on

states that were non-complidfit. The earlier enforcement policy, in which only péyna

148 European Commission, “Summary: C-121/07 CommissionFrance, judgment of 9 December 2008,
Summaries of Important Judgmerittp://ec.europa.eu/dgs/legal_service/arrets/07cé2bdf

149 Brian Jack, “Enforcing Member State Compliancehviit Environmental Law: A Critical Evaluation ofettse

of Financial PenaltiesJournal of Environmental LafiNovember 26, 2010).
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payments were pursued, had been deemed ineffeateatber states would delay transposition
as long as possible, then they would transposdetiislation at the last minute to avoid fines.
The new policy would still allow states to avoicetpenalty payments if they transposed the
legislation before the end of proceedings, but theuld not avoid the possible lump sum
payments for long-term non-compliance, making Idetays less attractive. Ti&mmission v.
Francecase was the first to be considered by the ECéruhdés new enforcement policy. Citing
a failure to comply with its judgment as a “partanly significant breach of Member States’
obligations” and taking into account “France’s coadin persistently failing to implement EU
directives on GMO issues as well as the lengthno¢ that France had taken to comply with its
initial judgment,” the ECJ ruled that France wopld/ a lump sum of 10 million euf®d.
External pressures

In addition to institutional pressures from withire EU, external influences, such as the
WTO ruling in 2003, have played a significant parthe development of Europe’s regulatory
system. The foundational differences between thettSthe EU in their perception of the risks
posed by GMOs and their resulting regulatory resperbecome clear in international forums,
particularly in the context of EU-US trade disputdsseph Murphy and Les Levidow argue that
because of their divergence in regulatory appraaah¢he 1990s, the actions of the EU and US
in international forums can be interpreted as &foo strengthen their respective positions for
any future WTO disputest Thus, agricultural biotechnology governance atdtubal level is
constructed through the WTO and the UN.

WTO disputes are legally framed by the WTO Agreeinmenthe Application of Sanitary

and Phytosanitary Measures (SPS Agreement). The ARff&ement defines the “legitimate

130 Jack, “Enforcing Member State Compliance,” p.10.
151 Joseph Murphy and Les Levidowgoverning the Transatlantic Conflict over Agricutili Biotechnology:
Contending coalitions, trade liberalization and rstiard settinglLondon: Routledge, 2006): 147.
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grounds for restricting trade in agricultural proth)” which places a serious burden of providing
comprehensive, scientific evidence on states thsit o refuse market-access to products they
deem risky?* This means that “hypothetical” or “theoreticalsks will not be considered as
legitimate claims. Negotiated during the UruguayiRband entering into force in 1995, the SPS
Agreement rests on the foundation of trade libeatilon, and it seeks to prevent trade
protectionism from occurring under the guise ok misgulation. In the case of the EU and the
weight it gives to the precautionary principle, adince to the SPS Agreement means that EU
regulators must provide scientifically-supportexipert opinions to substantiate trade-restrictive
measures and that will hold up under WTO scrutiny.

To counter the prioritization of the SPS Agreemamtrade liberalization, environmental
groups, civil society groups, and different goveemts began negotiations in the late 1990s on
the Biosafety Protocol to the United Nations Corii@non Biological Diversity?> Finalized in
January 2000 in Cartagena, the Biosafety Protostabéshed a framework for regulating the
trade of living modified organisms (LMOs); it apgsi not only to assessing the environmental
impacts of LMOs in the form of genetically modifiedops, but also to LMOs that are intended
for food, feed, or processifg.Although the EU’s precautionary principle is napkcitly stated
in the Biosafety Protocol's Articles, precautionalgnguage is repeated throughout.
Compromises were made on the included languagatisfys states with strong biotechnology
industries (namely the US, Canada, and Austrak&jch resulted in ambiguous wording that

leaves whether the Biosafety Protocol is subordinatthe WTO rules open to interpretatton.

152 Murphy and Levidow 148.
133 Murphy and Levidow 150.
15 Murphy and Levidow 151.
155 Murphy and Levidow 151-152.
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In the end, however, the US, Canada, and Austedlstained from becoming parties to the
Protocol.

In contrast to the SPS Agreement and the Biosdfetyocol, which were crafted after
GMOs had appeared on policymaking agendas, the @Wdex Alimentarius has been a long-
running effort to create global standards for feadety. Created in 1963 by the UN’s Food and
Agricultural Organization (FAO) and the World HémlOrganization (WHO), the Codex
Alimentarius is a set of food standards, guidelireasd related texts, whose main purposes of
“protecting health of the consumers and ensuring tfade practices in the food trade, and
promoting coordination of all food standards worldartaken by international governmental and
non-governmental organization$®"Thus, it too frames the global governance of adfcal
biotechnology. The original set of standards of@oelex Alimentarius obviously did not address
GMOs. But with the failure of the main agricultutabtechnology states to sign on, the EU and
other parties to the Biosafety Protocol turnedhe €Codex Alimentarius as another forum in
which they could develop more precautionary stashslfor agricultural biotechnology.

After long negotiations, the Codex Alimentariuskiderce on genetically engineered
organisms (GEOs) formally adopted three documents2003; these included a global
framework for evaluating the safety and nutritiomapects of GEOs and guidelines for risk
assessment and labeliigAlthough it appeared to be an attempt by the Edl @ther Biosafety
Protocol signatories to reinforce their more caugiapproach to GMOSs, the new standards in the
Codex Alimentarius do not go as far as the Biogafetotocol in that they lack specific

references to precautionary decision-makifiglowever, while its version of precaution is not as

1% FAO/WHO, “Home Page,FAO/WHO Food Standards Codex Alimentarius
(http://www.codexalimentarius.net/web/index_ern).j@rcessed February 2011).

15" peter AndréeGenetically Modified DiplomacgVancouver: University of British Columbia Pre2607): 228.
158 Andrée,Genetically Modified Diplomagy229.
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strong as the Biosafety Protocol, the Codex dodswalisks regulators to take some
precautionary measures in the face of limited areurain risk assessment d&farhis is still a
far cry from accepting “precaution” as a factor decisionmaking and it continues to fuel
contentious debates in Codex meetiligs.
Conclusion

Although the European food safety scandals of @@04& played a significant role, they
were not alone in shaping the EU regulatory sydmnagricultural biotechnology. Institutional
structures and processes within the EU and its reeistiates, as well as external pressures, also
influenced how the EU has handled agricultural dgbhology regulation. The result is a risk
assessment system based on the scientific evaluatiopublic health, food safety, and
environmental risks. Yet, as noted and especialgwconsidering the positions of EFSA and
DG ENV, the EU is not a singular, reluctant actorthe GM approval debate. McGiffen and
Cabhill both argue, for example, that EU authoriiesnot have a particularly negative view of
the agricultural biotechnology industry, and inst&aropean leaders, like Barroso, are pushing
to catch up in research, development, and tradeoroppties!® Nevertheless, while EU
authorities attempt to promote agricultural biotamlogy as important to economic growth, they
have not reformed their risk assessment processdiode considerations for social and
economic impacts.

Despite the promotion of biotechnology as a pathw@aycompetitiveness, the EU
continues to face resistance to the GMOs, partigufeom its member states. But in the same

way that an analysis of the actors involved atEhklevel reveals variation in their respective

159 Andrée, Genetically Modified Diplomacg30.

10 Andrée Genetically Modified Diplomacg30.

181 steven McGiffenBiotechnology: Corporate Power versus Public Ingé(ondon: Pluto Press, 2005), p.6; Ann
Cahill, “Cultivating a New Idea,E!Sharp (Sept/Oct 2010)http://www.esharp.eu/issue/2010-5/Cultivating-a-new
idea(accessed July 2011).
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stances on GMOs, variation among the member statggiblic opinion and the regulatory

systems for GM products becomes more evident upmseicexamination. Chapter 4 now turns
to a detailed analysis of the French regulatorymegas a case study of this variation, in order to
more fully explore hot the differences in the evwn of the two levels of regulatory systems

(EU and French) have led to the current regulateadlock over GMO approvals.
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Chapter 4. French Agricultural Biotechnology Regulation

Before the EU claimed competence in the domaiagoicultural biotechnology, member
states had developed and were implementing therrmnlicies for GMOs. In the case of France,
early efforts to create a regulatory framework bartraced to the mid-1970s, when the Ministry
of Research created an ad hoc group to overseebitant DNA experimentsin the 1980s,
France established its “regulatory frontline” fogating with GMOSs, by adding to its existing
Commission du Génie GénétiqUEGG) with the creation of théffice Parlementaire
d’évaluation des choix scientifiques et technolagg(OPECST) and th€ommission du Génie
Biomoléculaire (CGB)? As such, when the EU began to assert its authevitli Directive
90/220/EEC on the deliberate release of GMOs, nmesnber states, like France, had already
developed their own individual regulatory systemshis issue area.

Chapter 4 begins with a brief overview of the podil system and institutions in France.
It then turns to a review of the regulatory framekviat was in place in France at the time when
the EU began to develop its own system to addresgtg engineering. In order to trace the
development of the regulatory framework, the revisworganized into six phases of the
framework’s development, which also coincide witindficant events in the GMO debate. Thus,
Chapter 4 looks at both the original regulatoryrfeavork in France and the passing of Directive
90/220/EEC by the EU in 1990 and its transpositido French law in 1992. The chapter also
looks at the context of Novartis’ decision to selEcance as the first EU market in which to

introduce GMOs. It addresses how this proved ta fageful mistake, because of the controversy

! Suzanne de Cheveigné, Daniel Boy, and Jean-CpiistGalloux. 2002Les BiotechnologiesParis: Balland. p.
28, as cited in Kerry Whiteside. 2003. “HumanisnteTerroir. The Culture of Genetically Modified Cr®pn
France."French Politics, Culture & Societyol. 21, No. 3: 73-90. Here p.76.

2 Whiteside. “Humanisme et Terroir.” 76. In Englishe CGG, OPECST, and CGB are respectively knowthas
Genetic Engineering Committee, the Parliamentarfic®ffor the Evaluation of Scientific and Technaka]
Choices, and the Biomolecular Engineering Committee
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over the risks of GMOs that erupted in the pubpbese in 1996, and examines the ensuing
changes in the regulatory framework.

Chapter 4 builds on the historical context of Eneopean public health and food safety
scandals of the 1990s to show the response of rrdomestic institutions to agricultural
biotechnology regulatory issues. Like the actorsth&t EU-level, French domestic political
institutions are not uniform in their stance on G84®@he chapter looks at the different positions
of France’s domestic actors, and the role that fhlay in the policymaking and transposition
processes. In particular, this analysis focusethemphase in which GM soy arrived from the US
and Greenpeace’s challenge of the French apprd\Bi maize Phase Ill: 1996-1998 It also
focuses on the subsequent governmental responsésling the formation in 1998 of the first
of several public forums to debate the merits of @yithe creation of the French Food Safety
Authority, theAgence Francaise de Sécurité Sanitaire des Alim&RSSA), in 2000; and the
formation of theHaut Conseil des Biotechnologi@dCB) in 2008. To finish, Chapter 4 reviews
the promising rapprochement that developed betweeranti- and pro-GM actors later in the
decade, and its subsequent destruction along tdéstruction of an Alsatian vineyard field
trial in 2010.

While the chapter is not completely inclusive eviewing every event that could be
considered part of the GMO debate in France, tleetss events help illustrate the key stages in
the French debate over GMOs. Organization of tlapter around these phases provides insight
into how the issue was framed and which actors werelved in the debate during different
time periods. Moreover, a selection of events ftamtime period of this case study allows us to

observe the evolution of the debate in the lastdecades.
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After reviewing the French regulatory frameworkr {&GMOs, | argue that as the
framework developed, the French government's dmussiat critical junctures led to the
institutionalization of dissent in the policymakipgocess. In response to the public health and
food safety scandals in the 1990s, the French gavemt appointed GMO opponents to serve on
regulatory committees. The intent was to make #gulatory process more transparent by
opening up approvals to conflicting opinions, wille long-term goal of creating a framework
that would provide clear advice to the governmafier weighing scientific and socio-economic
assessments of potential risks. But instead oftoacteng an efficient process, the framework
went through several phases of fragmentation astdueturing. The end result is the HCB — an
institution whose two committees regularly provatstradictory assessments of GMO dossiers.
As a consequencke dialogue des sourdsxists within France, as well as between the statk
the European Union. On one side, GMO advocates\eethat sound scientific risk assessments
will result in approvals. On the other side, GMOtrdetors emphasize the uncertainty of
scientific assessments and the potential socioeanenconsequences of GMO approvals.

The French Policy Process

In order to understand the evolution of the regulatramework within France, one must
first have an understanding of the Fifth Republike of law and its institutions. France is a
semi-presidential democracy, meaning that the dkecunas both a president and a prime
minister, in addition to the ministerial adminisiom and affiliated bureaucracies. A new
constitution in 1958 created the Fifth Republic,ickhis the current incarnation of the French
government. The advent of the Fifth Republic waspssed to end the chronic constitutional

instability that marked the preceding RepubficEo that end, under the Fifth Republic, the

% Gilles Champagne. 200IL'essential du Droit constitutionnel. Tome 2: Lastitutions de la ¥RépubliqueParis:
Gualino éditeur. 11.
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executive branch was strengthefie@ince 1958, the institutions created by the cartain and
the mandates for public authorities have evolvelthohigh this work does not examine the
development of each element of the French polisgatem in exhaustive detall, it does provide
a brief overview of France’s legal framework, whicinderlies the regulatory process for
agricultural biotechnology.
The legal framework
The constitution of the Fifth Republic provideg tlegal basis for French governmental
institutions and laws. Its foundation is a repulthat is “indivisible, secular, democratic, and
social.”” The constitution transformed the French politisgstem from a pure parliamentary
regime to its semi-presidential structure. Thisng of the features that make the French political
system unique:
It is neither a parliamentary system like the Bhtione, where the executive
emerges from Parliament, nor a system of separafipowers like the American
one, where the President must take account of @sagrthe French Fifth
Republic is a hybrid system characterised by aidRasy that is oversized in the
absence of adequate counterweights.
France is also different than most modern demoesaici that it uses “two-round single-winner
voting rather than one-round (United States, Unia&agdom) or proportional representation
(continental Europe), which encourages a large munob parties (in the first round) and two

nl

major electoral coalitions (in the second), leftlaight.”” The unique structure of France’s semi-

presidential regime influences institutional creatwithin its bureaucracy and the policymaking

* US Department of State. 2012. “GovernmeB&tkground Note: Francéebruary 15.
http://www.state.gov/r/palei/bgn/3842.htm#d@ecessed August 2012).

®> Ministére des Etrangéres. 2008. “From a Presiaéaive the fray...to a President who goverfige French
Political System France Diplomatie.http://www.diplomatie.gouv.fr/en/france/institutistand-politics/the-french-
political-system/article/from-a-president-above-freey-to (accessed August 2012).

® Ministére des FEtrangéres. 2008. “IntroductionThe French Political SystemFrance Diplomatie.
http://www.diplomatie.gouv.fr/en/france/institutismnd-politics/the-french-political-system/artiaté/oduction-
12286(accessed August 2012).

" Ministére des Etrangeéres. “Introduction.”
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process. In the issue area of biotechnology, tleewke, legislative, and judicial branches all
play a role in regulation.
French institutions

Although the 1958 Constitution empowered the etteeuthe purpose was not to make it
stronger than the legislature, but rather to craatetter equilibrium between the two branches n
the shift from a parliamentary system to a predidenne® The power of the executive branch,
and more specifically the office of the presidehgs ebbed and flowed over different
presidencies. But the end result has been a stroatgefor the president of the Republic than
originally imagined at the creation of the 1958 €litntion? The prevailing notion in 1958 was
that the prime minister would work alongside thegmlent as his principal collaborator. It
became clear almost immediately following the inaagion of the new republic, however, that
the president was the head of the executive branoble confirmed by the switch in 1962 to his
election by universal suffrag8.Yet this primacy can shift back to the prime mi@isand the
parliament during periods of cohabitation — yealemthe president hails from one party and
the prime minister and the majority of parliameat from the opposition.

During the time period studied (1990-2010), Frahes had three presidents and two
periods of cohabitatioh. Periods of cohabitation were an unintended coresezgiof the 1958
Constitution, which mandated seven-year terms @eess and five-year terms for

parliamentarians. During conventional presidendies,president is responsible for naming the

8 Champagne.’essential du Droit constitutionnel.1.

® Champagnel’essential du Droit constitutionnelll. Champagne does note that while a stronger fool¢he

president was not originally envisioned by mostn&al de Gaulle (the Fifth Republic’s first presijewas an
exception.

10 champagnel.’essential du Droit constitutionnel1.

" Francois Mitterrand was president of France fr@@11to 1995; Jacques Chirac was president from 192807;

and Nicolas Sarkozy was president from 2007 to 20dZotal, the French government has experienbedet
periods of cohabitation. The first was under Mitieid when Jacques Chirac was prime minister fro8616 1988;
the second also occurred during Mitterrand’s temuten Eduoard Balladur was prime minister from 1893995;

and the third was during Chirac’s presidency whemél Jospin was prime minister from 1997 to 2002.
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prime minister, presiding over the cabinet, comnragpdhe armed forces, and concluding
treaties:?> The president can also submit questions to a maiticeferendum and dissolve the
National Assembly? The prime minister is considered the head of gowent, meaning that he
oversees domestic administration (the ministersjistars-delegate, secretaries of state, and
ministerial staff)** Under the Fifth Republic, presidents have genetfdinded to leave day-to-
day policy-making to the prime minister and goveemti™ Although the Constitution details
the different responsibilities and powers of thesment and prime minister, exactly how
executive power is shared in practice depends am adgupies those offices. Different factors,
such as the politicians’ personalities and thespeetive party affiliations and politics affect the
balance of power between the two offics.

During periods of cohabitation, the prime mini&guosition is strengthened relative to
the presidency. Cohabitation restores the powdrtoated in the Constitution to the prime
minister, which have in practice been appropridtgdhe president’ During the longest period
of cohabitation, when Lionel JospifPdrti Socialiste— PS) served as prime minister under
Jacques ChiracRassemblememour la République- RPR), the presidency was weakeffed.
The relations between the two men for the firse¢hyears of Jospin’s cohabitation were mostly
cordial, with both the president and the prime sten working together to amend the

Constitution to reduce the presidential mandatenfseven to five years.But from September

12 Us Department of State. “Government.”

13 US Department of State. “Government.”

4 Premier Ministre. 2012. “La Fonction du Premier nisire.” Portail du gouvernementMay 15.

http://www.gouvernement.fr/premier-ministre/la-foion-de-premier-ministréaccessed August 2012).

15 US Department of State. “Government.”

16 Premier Ministre. “La Fonction du Premier ministre

Y Premier Ministre. “La Fonction du Premier ministre

18 Champagnel.’essential du Droit constitutionnet0.

19 Champagnel.'essential du Droit constitutionned0-41. US Department of State. “Government.” Theppse of
the constitutional amendment was to prevent fupgnéods of cohabitation from occurring. The amendimpassed
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2000 until the end of the cohabitation period iny\N2®02, the relationship between Chirac and
Jospin was quite contentiotfsBoth sides publicly disparaged the other’s posicieor example,
Jospin was highly critical of Chirac’s efforts toake changes to the Constitution regarding
social democratic issues, and Chirac badgered rdosfh alarmist declarations about the
handling of the mad cow crist$.As a consequence, during the third period of citatidn, the
posturing of the Left and the Right affected pat@king decisions. The Chirac-Jospin
cohabitation came to an end in 2002, when Chirat aveecond term as president, and the Right
won a parliamentary majority.

The French Parliament is split into two housee Assemblé nationalg¢National
Assembly) and the&sénat(Senate). Members of the National Assembly arectlireclected
through universal suffrage. The National Assemblyhie only institution that has the power to
remove a government in power, but only “if an absslmajority of the total Assembly
membership votes to censufé.The National Assembly is the principal legislathedy, and in
cases of disagreement with the Senate, the Assenalslythe final vot&®> Assembly members
have three main responsibilities: to representRrench people, to create legislation, and to
monitor the administratioff. Senators are also charged with creating legisiadad they have
the right to initiate legislation. And, while thessembly gets the last word on passing legislation,

both houses must agree on the text of all [&ws.

a referendum in 2000, and entered into force fer2B02 presidential elections. The five-year tefrofice was
also expected to make presidents more accountaibtad results of domestic policies.

20 champagné.’essential du Droit constitutionned1-42.

2L champagnd.’essential du Droit constitutionned2.

22 Us Department of State. “Government.”

23 US Department of State. “Government.”

2 Assemblée nationale. “Connaissance de I'’Assembiéationale.” Accueil. http://www.assemblee-
nationale.fr/connaissance/index.dapcessed August 2012).

% Sénat. “Le Sénat et la loiRdle et fonctionnemerttttp:/senat.fr/role/senatloi.htrihccessed August 2012).
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In addition to its unique political system, theefch have a distinctive judicial system
because it has both thHéonseil d’Etatand theConseil constitutionnelThe Conseil d’Etat
protects “basic rights when they might be violabgdactions of the state,” whereas tbensell
constitutionnel“protects basic rights when they might be potdiytisiolated by new laws?®
This means that th€onseil constitutionneteviews legislation before it is passed, deciding
whether it conforms to the constitution. Moreovér,can only consider legislation that is
“referred to it by Parliament, the prime minister, the president*” The Conseil d’Etat
functions differently than th€onseil constitutionnelt “provides recourse to individual citizens
who have claims against the administratiéhlt is theConseil d’Etatthat has been called upon
to settle disputes about GMO regulations.

Legislative forms

The French political system has four main formgegfslation:regles généraleggeneral
rules), ordonnances(ordinances),lois (laws), anddécrets (decrees). Thaégles générales
provide the general rules for how legislation skdog passed in other formats (who can initiate
it, vote on it, and when it enters into force, ésamplel® Ordinances are used in special cases
when the government asks parliament for “a limiptiod of time to take measures of a
legislative nature,” and as such are not initiathyed on by members of parliaméhOrdinances

are considered “regulations” until they are formadtified by the parliament, and therefore may

% US Department of State. “Government.”

27 US Department of State. “Government.”

28 US Department of State. “Government.”

29 | egifrance. 2007. “2.1.1. Le réle du Secrétarééral du Gouvernement et du Conseil d’EtR&gles générales
October  20. http://www.legifrance.gouv.fr/Droit-francais/Guidke-legistique/ll.-Etapes-de-l-elaboration-des-
textes/2.1.-Regles-generales/2.1.1.-L e-role-du<®adat-general-du-Gouvernement-et-du-Conseil-d-Eaacessed
August 2012).

30 European Justice. 2011. “Member State law — Frah@av. August 10.
https://e-justice.europa.eu/content_member_state6i&r-en.do?member=(@accessed August 2012).
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be challenged in the administrative courts pendatification>! Lois ordinairesor lois simples
(ordinary or simple laws) are the most common fafregislation. They are initiated in the
Senate and must pass both houses of the legisfatDexrees are implementation measures for
laws or ordinances that must be signed by the geasiand/or the prime minister, and depending
on the policy domain by relevant ministers. In issue area of biotechnology, this study
addresses the institutions and policies creatddwoy or decrees.

French Regulation of Agricultural Biotechnology

Initial actions to regulate agricultural biotechogy in France can be traced to the mid-
1970s, when an ad hoc group was created to ovees®enbinant DNA experiments being
performed in laboratory settind$.Efforts to improve the government’s ability to &wate
“techno-scientific matters” in general were advaheenen the National Assembly in France
created theOffice Parlementaire d’évaluation des choix scitapties et technologiquem
19833* Other developments specific to GMO regulationdiaiéd.

The development of the current French frameworicsic to GMO regulation can be
split into six phase¥. Phase | begins in 1986, when fiemmission du Génie Biomoléculaire
was first created, and it ends in 1992 when Fraasponded to three EU Directives related to
GMO regulation with legislation that clarified theles and responsibilities of the different

institutions charged with GMO regulation, includinge CGB*® Phase Il (1992-1996) is

31 European Justice. “Member State law — France.”

32 3énat. “Les Diverses catégories de lois"Loi. http:/senat.fr/role/fiche/loi.htmlaccessed August 2012).

33 Whiteside. “Humanisme et Terroir.” 76.

3 Whiteside. “Humanisme et Terroir.” 76.

% The conceptualization of these phases is base@heoistophe Bonneuil and Pierre-Benoit Joly’s arialy$ the
evolutionof the Commission du Génie Biomolécula{@GB) from 1986 to 2006. Bonneuil and Joly. 20@8antes
transgéniques, expertise et action publique: éwmlutde la place et du role de la Commission du &éni
Biomoléculaire de 1986 a 2006.” draft.

http://hal.archives-ouvertes.fr/docs/00/17/59/92fRfistoire_ CGB_BonneuilJoly.pdaccessed June 2012).

% Three EU Directives prompted the passing.@ifn°92-654 du 13 juillet 1992 relative au contréle lugilisation

et de la dissémination des organismes génétiquemedifiés(Law n°92-654 of July 13, 1992 on the regulation of
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delineated as a period of relative calm before iputébate in France erupted over Novartis’
application for market approval of Bt maize and #maval of American GM soy in European
ports.

In contrast to the relative calm of the secondsphahe third phase (1996-1998) was
highly contentious, and it marked the introductafnanti-GMO interest groups into the public
debate. Phase lll was capped off by tBenférence des Citoyens sur les OG®Gitizens’
Conference on GMOSs) in 1998. Following tBenférence des CitoyenBhase IV (1998-2003)
still included serious debate over GMO regulatibowever, French and EU institutions also
attempted to address the public’'s concerns regamdatential risks. Phase IV ended in 2003
when the EU lifted its moratorium on GMO approvals.odds again with EU legislation in
Phase V (2003-2008), France found itself a tarfeomplaints brought by the Commission to
the European Court of Justice (ECJ) for failurefulty implement EU GMO legislation. By
2008, when Phase VI began, France had attempta@as the impasse in its domestic debate on
GMO regulation with the creation of the HCB. Thawhng of the tensions between the two
sides of the debate was abruptly shattered, thouigin the destruction of field trials in Alsace in
2010.

A review of the phases of development of Franceggulatory frontline” for GMOs
illustrates how France initially dealt with the ussseparately from the EU. It also shows how

French GMO regulation evolved over time in respaseternal and external influences. This

use and on the dissemination of genetically madiifieganisms) in France: Council Directive 90/219CE&f 23
April 1990 on the contained use of genetically nfiedi microorganisms; Council Directive 90/220/EEf28 April
1990 on the deliberate release into the environnoérgenetically modified organisms; and Council dgtive
90/679/EEC of 26 November 1990 on the protectiowarkers from risks related to exposure to biolagimgents

at work. Jérdme Da Ros and Diahanna Lynch. 200diet8e and Public Participation in Regulating Gieadly/-
Modified Food: French and American Experiences.pd?gresented for presentation at the European Qumrityn
Studies Association, Seventh Biannual Conferencadidbn, Wisconsin. May 31-June 2, 2001: and at dgean
and American Perspectives on Regulating Geneticilhgineered Food,” Center for the Management of
Environmental Resources, INSEAD, Fontainebleu, J@&®, 2001. http://aei.pitt.edu/2132/1/002186_1.PDF
(accessed June 2012).
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section establishes the timeline of that evoluteord the developments that resulted from
domestic policymaking (see Table 4.1 for an ovenaé the Phases).

TABLE 4.1

Timeline of the French Regulatory Framework for GMOs

Phase Years Major Developments

e Commission du Génie Biomoléculaire
(CGB) created

» France passes legislation in response

1986-1992 to EU Directives related to GMO
regulation

e Commission du Génie Génétique
(CGG) and CGB formalized

+ Novartis selects France as the first EU
1 1992-1996 member state in which to seek market
approval for its Bt maize

* American GM soy arrives in Europe

* Anti-GMO interest groups enter public
debate

* French government vacillates on GMO
approvals

» Conférence des Citoyens sur les OGM

I 1996-1998

* Changes made to CGB

» Comité de Biovigilance created

v 1998-2003 » Agence Francaise de Sécurité Sanitaire
des Aliments (AFSSA) created

» Public debates on the issue of GMOs

* EU lifts moratorium on GMOs

* European Commission challenges

Vv 2003-2008 French noncompliance in the ECJ

* Grenelle Environnement (Environment
Roundtable) launched

» Haut Conseil des Biotechnologies
(HCB) created

Vi 2008-2010 » Ministry of the Environment takes the
lead on issue of GMOs

» Destruction of GM vineyards in Alsace
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Phase I: 1986-1992

The basis of France’s regulatory framework for GdM@as established in the mid-1970s.
At that time, France created an informal ad hoagrio response to the Asilomar Confererice,
and it relied exclusively on scientific expertgéspond to questions of risk and hazard in genetic
engineering experimentation. The precedent of #aidy reliance on scientific expertise and
preference for voluntary self-governance persigtetthe subsequent regulatory developments in
the 1980s until 1992.

The ad hoc group from the 1970s eventually bectomealized as th€€ommission du
Génie Génétiqu# Initially created as an informal commission toieswv research dossiers on
the classification of and experimentation in genetngineering, the Michel Rocard (France’s
Prime Minister from 1988-1991) formally establistttd CGG by decree in 1989. The CGG was
then institutionalized in French law in 1992, witle passing ofoi n°® 92-654 du 13 juillet 1992
as part of the French response to the EU directelesed to GMO regulation.

The CGG was a twenty-member committee composedirgteen scientists and one
representative from OPECST under the purview of both the Ministry of Reseasid the
Ministry of the Environment. The scientists weréested based on their competence in genetic

engineering, public health, or environmental protec Of the nineteen, at least one third were

3" The Asilomar Conference was held in Californiatie winter of 1975, and it mainly brought togetienerican
and European scientists working in genetic engingeio discuss safety issues in recombinant DNAaesh. In
particular, the participants addressed questionspatential hazard for recombinant DNA experimentsl a
established guidelines for self-governance amongnssts in the field. Marcia Barinaga. 2000. “Asiar
Revisited: Lessons for Today?'Science Vol. 287, No. 5458, pp. 1584-1585http://www.biotech-
info.net/asilomar_revisited.htnfhccessed June 2012).

% Jean Bizet. 1998. “B. Les Principes d’évaluatiences risques.Transgéniques: pour des choix responsables
Rapport d'information 440 (97-98). Commission deffakes Economiqueshttp://www.senat.fr/rap/r97-440/r97-
44023.html(accessed June 2012).

Tavs

(CGG).” Transgéniques: pour des choix responsaldReapport d'information 440 (97-98). Commission ddfaires
Economiqueshttp://www.senat.fr/rap/r97-440/r97-44025.html#t681accessed June 2012).

149



required to be specialists in environmental pradectind public healt®’ The Ministries of
Research and the Environment were each taskedaptbinting four scientists to the CGG. The
Ministry of Health proposed another four scientisthile the remaining seven were selected by
the Ministries of Agriculture, Consumption, Defenbkgher Education, Industry, Labor, and the
Interior, respectively’ Legally, the CGG was responsible for evaluating tisks posed by
GMOs and the guidelines used in their procuremestivell as the potential dangers of genetic
engineering processes and products. The CGG edtablclassification systems for risks, and it
proposed measures for the GMO containment proceduire short, the CGG’s main
responsibilities were to evaluate the release oftebhnology products in confined
environment¥ and to advise the Ministers of the Environment aofd Research on
authorizations for the contained use of GMOs fdustrial applications.

The CGG worked alongside OPECST, after OPECST established in 1983 bloi
n°83-609 du 8 juillet 19830PECST resulted from the French Parliament’sredsi “endow
itself with its own structure of assessment” regagdhe “government’s decisions on the major
directions of scientific and technological policy.’As such, OPECST is comprised of eight
members from the French Senate and eight membmrstire National Assembly. The sixteen
members are selected based on proportional repati®en of the political parties in the

Parliament* The members of OPECST maintain that they act asrigrmediary between the

0 Jean Bizet. “b) La commission de génie génétiqi®G).”

1 Michel Rocard (Prime Minister). 198@écret n°89-306 du 11 mai 1989 portant créationngicommission de
génie génétiqufDecree i89-306 on May 11, 1989 establishing the creatioa génetic engineering commission].
Les autres textes Iégislatifs et réglementaires.
http://www.legifrance.gouv.fr/affichTexte.do?cidiexLEGITEXT000006067077&date Texte=20090821
(accessed June 2012).

“2 Marie-Cécile Hénard. 2006. “France Biotechnologynaal 2006.” GAIN Report. Report no. FR6039. Paris:
USDA Foreign Agricultural Service. 6.

3 Sénat. “Parliamentary Office for Evaluation of &tific and Technological Options Presentatiobffices —
Delegationshttp://www.senat.fr/opecst/english.htalccessed June 2012).

4 Sénat. “Parliamentary Office for Evaluation of 8tific and Technological Options Presentation.”
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political world and the world of research,” by ésing to researchers and requesting authorized
opinions®® In order to make its decisions, OPECST is suppobg a Scientific Committee.
Thus, even though OPECST members are not sciemperts, their assessments rely on
scientific expertise as provided by the fifteen bens of the Scientific Committee.

OPECST is not limited to evaluating agriculturalotbchnology, however; its
responsibilities include reporting to Parliament anrange of scientific and technological
assessments in order “to control technical progmssge, at the same time, anticipating its
consequences® OPECST “collects information, launches study pabgmes and carries out
assessments” for varying scientific activities witfour main areas: energy, environment, new
technologies, and sciences of [ffe.

OPECST's gradually expanding mandate of oversight range of scientific activities
led the French government to create a new committeéghe Commission du Geénie
Biomoléculaire— to act as a more specific “expert advisory bogharding the risks associated
with the release of genetically modified organisffsThe then-Minister of Agriculture, Francois
Guillaume, created the CGB in 1986. Under the glicison of the Ministry of Agriculture, the
Minister selected the president of the CGB, with fielp of the Minister of the Environment. At
first, fifteen members sat on the CGB: “ten scEsti two representatives of industry, one
lawyer, one representative of consumer interesis,ome labor representativ€. The CGB was
later expanded in response to issues raised ilCtimdérence des Citoyems 1998 (discussed

below inPhase IV: 1998-2003

%5 Sénat. “Parliamentary Office for Evaluation of &tific and Technological Options Presentation.”

“6 Sénat. “Parliamentary Office for Evaluation of &tific and Technological Options Presentation.”

" Sénat. “Parliamentary Office for Evaluation of &tific and Technological Options Presentation.”

8 Whiteside. “Humanisme et Terroir.” 76.

9 Herbert Gottweis. 199&overning Molecules: The Discursive Politics of &&nEngineering in Europe and the
United StatesCambridge, MA: MIT Press. 313, as cited in Whides“Humanisme et Terroir.” 76.
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In addition to serving as the advisory body to Baliament on the risks of GMOs, the
CGB also devised “criteria and procedures regar@hp safety” that companies were required
to follow well before the commission evaluated thmioducts for market relea3®Christophe
Bonneuil and Pierre-Benoit Joly characterize tHe of the CGB in its earlier years as three
inextricably-linked functions: to provide researexpertise, and decisioASDuring Phase | of
the development of the GMO regulatory frameworle tDGB’s scientific experts were also
performing research in agricultural biotechnologyaluating each others’ work, and writing
reports on biotechnology issues for OPEC3As a result, the experts charged with evaluating
the risks of GMOs for the government and with settiesearch priorities for biotechnology were
the very same experts that were performing thearebeactivities.

Furthermore, up until 1996, the Minister of Aglicue accepted and followed every
CGB opinion on GMO dossiers submitted by biotechpomations’® The opinions were then
“directly conveyed to the petitioning organizatiander the signature of the President [of the
CGB].” Thus, in Phase |, scientific experts in genetigieeering had a significant role in
shaping the committees’ risk assessments andskenanagement of GMOSs, and their opinions
were always adopted as decisions. There was noagpabetween risk assessment and risk
management for GMOs.

In 1990, the EU passed three directives that waalgact the French regulatory
framework: Council Directive 90/219/EEC of 23 Apt®90 on the contained use of genetically

modified microorganisms; Council Directive 90/22B(E of 23 April 1990 on the deliberate

0 Whiteside. “Humanisme et Terroir.” 76.

*1 Bonneuil and Joly. “Plantes transgéniques, exgeegt action publique.”

2 Bonneuil and Joly. “Plantes transgéniques, exgeegt action publique.”

>3 Bonneuil and Joly. “Plantes transgéniques, exgeegt action publique.”

>4 Bonneuil and Joly. “Plantes transgéniques, exge#t action publique.” Original text: “Pendant 1&spremiéres
années, ces avis sont toujours suivis d’'une décisimforme du Ministére et sont méme, jusqu’en 19@hsmis
directement au pétitionnaires sous la signaturerésident.” (my translation).
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release into the environment of genetically modifierganisms; and Council Directive
90/679/EEC of 26 November 1990 on the protectiowardkers from risks related to exposure to
biological agents at work. In order to comply wilie requirements of the EU legislation, France
passedLoi n° 92-654 du 13 juillet 1992 relative au controle datilisation et de la
dissémination des organismes génétiqguement modifeég n"92-654 of July 13, 1992 on the
regulation of use and dissemination of GMOSs). Téwg amended the existing French regulatory
framework in order to meet the standards set byethéegislation.

Loi n° 92-654 formally institutionalized both the CGG and the CG&hd the law
constituted the “keystone of biotechnology regolatin France” until 1998 The formal
institutionalization of these commissions meant tipaior governmental authorisation for both
the confined use and the deliberate release of GMf@same a statutory requireméft;
previously it had been voluntary, though stronghcauraged by the French governmdnt.
addition, the transposition of Directive 90/220 ulesd in the distribution of the different
authorization responsibilities to separate instg in Francé’ Thus, risk assessment and risk
management responsibilities for GMOs were instily separated, though the link between
the experts’ opinions and the final decision wasnefurther strengthenéd.

Under the new law, the general responsibilitieshef CGG remained the same; it was
tasked with evaluating the risk of GMOs as orgasisamd the risks inherent in genetic

engineering procedures and techniquiesi n° 92-654 modified the areas of competence

5 Da Ros and Lynch. “Science and Public ParticipeitioRegulating Genetically-Modified Food.” 10.

% Alexis Roy and Pierre-Bénoit Joly. 2004. “Frand®roadening Precautionary Expertise.” [seri&fety
Regulation of Transgenic Crops: Completing the rima Market? A study of the implementation of ECebiive
90/220.Main contractor: The Open University, contract BEO4-CT97-2215, 1997-1999. This report forms pdrt o
the overall final report for the DGXII/RTD biotechlogy programme on the Ethical, Legal and Sociorecuaic
Aspects (ELSA)http://technology.open.ac.uk/cts/srtc/FR-NATRemutt (accessed June 2012). here p. 39.

> Roy and Joly. “France. Broadening Precautionanyeftise.” 39.

%8 Bonneuil and Joly. “Plantes transgéniques, exgegt action publique.”
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assigned to the CGG by giving the commission thbaity to send its members to visit the
biotech firms that requested approval for theiragienengineering procedures and GM®3his
was a power that the CGG did not have under thginali decree. The emphasis on scientific
expertise remained the same as it had been witbrtgmal configuration of the committee; all
the members, besides the one representative frol8BCSIP, were selected based on their
expertise in genetic engineering, public healtrerorironmental protection.

Loi n° 92-654 also maintained that the majority of the CGB’s membwould be
scientific experts in the area of biotechnology.b&fore, the rest of the CGB was composed of
one lawyer, one representative from OPECST, andeseptatives of industry, consumer
interests, and labor. However, the new law requieedepresentative from an authorized
environmental group to sit as a member of the cdtemias well. The CGB’s responsibilities
stayed the same. It continued to evaluate the rsk&MOs that were to be intentionally
introduced into the environment and the risks afdpicts that were derived in whole or in part
from GMOs® Yet, Loi n°92-654gave the CGB a more official status in the reguiasystem,
both domestically and at the European |ével.

The foundation and subsequent institutionalizabbthe CGG and the CGB in Phase |
created the “regulatory frontline” in France for @\policy. Besides launching the institutions
responsible for risk assessment and risk managenientevelopments in Phase | established
the legitimacy and influence of scientific expearsregulatory decisionmaking for agricultural

biotechnology. Though the CGG and CGB were domahate experts, the French government

* parlément. 1992. Art. 3. -1Loi no 92-654 du 13 juillet 1992 relative au conéréde I'utilisation et de la
dissémination des organismes génétiquement modifigodifiant la loi no 76-663 du 19 juillet 197élative aux
installations classées pour la protection de I'eomnement JORF n°163 du 16 juillet 1992 page 9523. NOR:
RESX9100142L.
http://legifrance.gouv.fr/affichTexte.do;jsessionf)00BE387AB051CA100EDOAQ62077B1F.tpdjo05v_2?cidTex
e=JORFTEXT000000161523&categorieLienfatcessed June 2012).

%0 parlément. 1992. Art. 3. -Loi no 92-654

®1 Bonneuil and Joly. “Plantes transgéniques, exgegt action publique.”
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also clearly established that these committees walbm®rdinate to government officials. As
Kerry Whiteside notes, the government claimed thatas the “public authorities who [made]
the final decision on the dissemination of GM&5.To that end, OPECST — made up of
members of Parliament — monitored the issue of Gk maintained a presence on the other
committees specific to evaluating the risks of dgienengineering. Despite the supervision of
“public” officials, these regulatory institutionsene not structured to solicit public participation
or to engender public debate on the subject of GREG#sus, the initial decisionmaking process
for GMO regulation in France consisted of closatiehships between the scientific experts and
political elite, while public opinion was left out.
Phase II: 1992-1996

The second phase of the development of the Fneagthatory framework for GMOs can
be characterized as the calm before the stormCI3@ and CGB were left largely unchallenged
and unchanged from 1992-1996. The absence of peldiblenges to GMO approvals at the time
made France the “main gateway into Europe for GKO&y 1996, “more than 30% of all EU
field tests had taken place in France and 9 ofiteel5 applications to commercialise GMOs in

the EU were submitted in Franc®.”

®Ministére de Finances. 2000. “Brefs rappels sur @G&M.” http://www.finances.gouv.fr/ogm/ogm_bref.htm
(accessed June 2012), as cited in Whiteside. “Hismanet Terroir.” 77.

83 Whiteside. “Humanisme et Terroir.” 77.

% Bonneuil and Joly. “Plantes transgéniques, exgeréit action publique.”; Claire Marris, Stéphanienia,
Christophe Bonneuil, and Pierre-Bénoit Joly. 20@*ecautionary Expertise for GM Crops. National Bep-
France: Battling with Expertise.” [series] Qualdf/Life and Management of Living Resources. Keyiéatl11-13:
socio-economic studies of life sciences, Project @LRT-2001-00034. Paris, France: CNRS. p.7.
http://technology.open.ac.uk/cts/national/france#&@idnal%20report%20PEG.p(Hccessed June 2012).

% Marris et al. “Precautionary Expertise for GM Csdpr.
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During this period, the number of GMO dossiersspreed to the CGB for approval
skyrocketed; submissions quadrupled from 1992 @6%90ver its first ten years, the CGB saw
the number of annual submissions increase fronhtgfignore than 20 in 1987 to over 120
dossiers in 1996 Between 1987 and 1997, the CGB reviewed a tot&l98f dossier§® The
overwhelming majority of those submissions were &W plants, with a smaller minority for
gene therapies, vaccines, and other recombinaanmms. For example, from among the over
110 dossiers submitted for plants in 1996, overoBéhem had been genetically modified to
resist pests or herbicidés.

It was into this regulatory environment that Ndisachose to submit an application for
its GM maize in 1994. The decision was in part dase a strategy of using France as a gateway
to the larger EU market. Novartis was “pleased tod fa government supportive of
biotechnology and a public seemingly prepared t®picthe new products without qualm$,”
and thus expected the approval to proceed smoaotinlg, at first, it did. Novartis (then called
Ciba-Geigy) submitted an application for marketrappl of Bt maize to the CGB in 1994. In
April of 1995, the CGB passed the dossier ontoBhe without raising any objectiod$.Yet,
Novartis’ decision to submit the dossier in Frattoened out to be a gross miscalculatidh By
December of 1996, when the EU approved the dogkeistorm of public controversy in France

had arrived.

% Jean Bizet. 1998. “2. La situation francaise, a@s Ldossiers examinés par la Commission du génie
biomoléculaire." Transgéniques: pour des choix responsabRepport d’information 440 (97-98). Commission des
Affaires Economiquesttp://www.senat.fr/rap/r97-440/r97-44016.htmi#td¢accessed June 2012).

®7 Bizet. “2. La situation francaise, a) Les doss@taminés par la Commission du génie biomolécutaire

% Da Ros and Lynch. “Science and Public ParticipeitioRegulating Genetically-Modified Food.” 10.

% Bizet. “2. La situation francaise, a) Les doss@taminés par la Commission du génie biomolécutaire

"0 Claire Marris and Pierre-Bénoit Joly. 1999. “Laigernance technocratique par consultation? Intatiog sur la
premiére conférence de citoyens en Frant®$ Cahiers de la Sécurité Intérieud8, 4. p.102, as cited in
Whiteside. “Humanisme et Terroir.” 73.

M Roy and Joly. “France. Broadening Precautionanyeftise.” 7.

2 Whiteside. “Humanisme et Terroir.” 73.
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Phase IlI: 1996-1998

Before the first wave of the BSE crisis dnitiératioris “Alerte au soja fou™ headline
heralded the beginning of Phase IIl, there had bsmme signs that controversy over the
potential risks of biotechnology was brewing. Altigh no public debate on GMOs occurred in
the first two phases, some experts in the sciertdmmunity had begun to question the possible
environmental and agricultural impacts of GM®dn addition, other experts raised concerns
regarding the involvement of the biotech industsytlae coordinators of GMO risk assessment
researcH? At the time though, these issues were discuss#dnathe scientific community and
regulatory institutions, rather than in the puldamain.

Bonneuil and Joly attribute this closed dialogoetwo elements. First, the French
framework privileged scientific expertise as theurfdation of regulatory decisionmaking.
Therefore, there was no opportunity built into tegaluation process to solicit public
participation or to present dissenting opinionse ®valuation and decisionmaking processes
were “invisible” to the publi¢® Moreover, the media and the environmental grobps would
later become key in stimulating the public debatecdOs were absent during the early phases.
In the case of the environmental groups, they ld/et been able to effectively mobilize public
interest in the issue. And without wide-scale pubfiterest, media coverage of GMOs was
scarce.

This atmosphere of “low-profile regulation” drastily changed between 1996 and 1998

when “media coverage increased massively, publbatein the form of a consensus conference

3 Loosely translated as “Warning: Mad Soy,” the e on the front page of the November 1, 1996 d@sefi
Libération referenced the mad cow crisis and warned of theeimdimg arrival of American GM soybeans. For a
more detailed discussion, see Chapter 2.

" Bonneuil and Joly. “Plantes transgéniques, exgeegt action publique.”

> Bonneuil and Joly. “Plantes transgéniques, exgegt action publique.”

® Bonneuil and Joly. “Plantes transgéniques, exgegt action publique.”
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was organised, regulation changed again and agaith, public awareness of biotechnology
naturally became more acut€.’As discussed in Chapter 2, media coverage of thetainted
blood scandal and the mad cow crisis increasedsdhiency of the policy domains of public
health and food safety in 1996, just as American €M was arriving from the US. Daniel Boy
and Suzanne Cheveigné argue that the announcerhehe @loning of Dolly the sheep in
February 1997 also motivated the media to coveebimology issues more extensivély.

As media coverage picked up and anti-GMO groupggabeo mobiliz€? the French
government began to vacillate on its original supfar market approval of Novartis’ Bt maize.
By December of 1996, the EU had approved Bt maizeHe markef® At that time, Jacques
Chirac was President of France and Alain Juppéedeas his Prime Minister of a right-wing
coalition government. In response to the growingligwcontroversy, Juppé followed established
regulatory procedures and consulted the CGB reggrthe cultivation of Bt maize within
France’s border®. The CGB recommended that the government allowrtiaize to be grown.

Despite the CGB’s recommendation for approval,tti@n-Minister of the Environment,
Corinne Lepage, voiced doubts about allowing GM@ation; she was specifically concerned
about the potential for transgenic crops to comtamei conventional ones through cross-
pollination® As a result of Lepage’s influence, as well as éasing public outcry, Juppé
decided “to ban the -cultivation of the Bt maize, ilwhstill allowing its import for

consumption.® The basis of this decision rested on fears thatesoisks related to cross-

" Daniel Boy and Suzanne de Cheveigné. 2001. “Biotelogy: a menace to French food, Biotechnology 1996-
2000: the years of controversgeorge Gaskell and Martin W. Bauer, eds. Londigi&, NMSI Trading Ltd.: 181-
190. Here: 181.

8 Boy and Cheveigné. “Biotechnology: a menace tméhgood.” 181.

" Media coverage and anti-GMO mobilization are ceden more detail in Chapter 5.

8 Roy and Joly. “France. Broadening Precautionanyeftise.” 7.

8L Whiteside. “Humanisme et Terroir.” 79.

8 Wwhiteside. “Humanisme et Terroir.” 78.

8 Whiteside. “Humanisme et Terroir.” 79; Roy andyJ6France. Broadening Precautionary Expertise.” 7.
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pollination were still unknown and that scientifissessments were still evolvitfgrhe decision
led not only to the resignation of the CGB'’s dime¢tAxel Kahn (who argued that his credibility
had been undermined), but it also marked a habthéounspoken rule that the committees’
opinions would be adopted as political decisiths.

Whiteside argues that the importance of this t'slgarmish” cannot be underestimated. It
meant “that early in the development of the GMOaleln France, the Government leant its
authority to those who called into question theca@dey of regulatory measures surrounding
agricultural biotechnology®® Following this decision, the “media, NGOs, anditim&ns invited
themselves into the confined and routine processvafuation and decisionmaking over which
the CGB had long maintained contrdl.”

Thus, the “Juppé decision” was a critical junctumethe evolution of the French
regulatory framework for GMOs. It established thgitimacy of opinions outside the scientific
community, and especially beyond the group of mdbacbiology experts who led the CGB. In
addition, it broke the unofficial rule that, in ptece, all scientific opinions from the regulatory
institutions would be accepted by public policy makin their decisions. This opening up of the
evaluation and recommendation process to outsid@ons and to questioning became a new
hallmark of the decisionmaking process as the e¢guy framework developed. It also led to
public demands for more democratic participatiothimrisk assessment process.

The “Juppé decision” certainly did not help to ejuthe growing concerns about the

government’s ability to effectively regulate isswdgpublic health and food safety. With the first

8 Roy and Joly. “France. Broadening Precautionanyeltise.” 7; Whiteside. “Humanisme et Terroir.” 78.

8 Bonneuil and Joly. “Plantes transgéniques, exgeegt action publique.”

8 Whiteside. “Humanisme et Terroir.” 79.

8 Original text: “... les médias, les ONG et les pqlies s'invitent dans un processus routinier etfinén
d’évaluation et de décision dont la CGB était neaitiu jeu.” (my translation). Bonneuil and Joly. &Res
transgéniques, expertise et action publique.”
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wave of the BSE crisis cresting, the French publias increasingly distrustful of the
government’s motives in regulatory decisionmakihat they needed was a clear decision on
whether GMOs were safe. Instead they got a “coitt@yy” one: “If GMOs were dangerous, it
was asked, why allow their importation at all? Hey were not dangerous, why prohibit their
cultivation?®® Even with this glaring contradiction and the ureds provoked, the policy
remained in place for the rest of Juppé’s tenure.

In June of 1997, a period of cohabitation beganthia French government. Chirac
remained in power as the President, butRhgdi Socialiste(PS) won the parliamentary elections
in May, bringing Lionel Jospin to the position ofifRe Minister. The return of the Socialist
majority to power within the government came withadliance with the Green Partlyegs Verts.

Les Vertshad agreed to support the PS in the first roundotihg in exchange for twenty-nine
constituencies “reserved” for Green candidatesfangarticular policy commitmenf.The two
parties also signed a programmatic agreement ti@dtided moderate measures concerning
agricultural biotechnology, such as a proposahatfU-level for a moratorium on GMG%The
Greens’ support for the PS led to its success #s hes Vertsvon eight parliamentary seats and
the party’s leader, Dominique Voynet, became theisiér of Planning and the Environméht.

Although environmental issues tend to have greatpport from left-wing governments,
in France the ecological movement had, for a lomgettried to remain unaffiliated with any

particular party on the right or leff. It was not until the alliance with the PS for th@97

8 Whiteside. “Humanisme et Terroir.” 79.

8 Andrew Knapp and Vincent Wright. 2006he Government and Politics of Francg” edition. New York:
Routledge. 209.

% Boy and Cheveigné. “Biotechnology: a menace tméhgood.” 181.

L Knapp and WrightThe Government and Politics of Fran@®9.

%2 Boy and Cheveigné. “Biotechnology: a menace toéhefood.” 181; Knapp and Wrighthe Government and
Politics of France 207.
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parliamentary elections thaes Vertsclearly delineated themselves as a left-wing p&rfyjhe
ascendancy of the left in 1997, however, did nesuesm a more precautionary approach to GMOs
from the French government.

Jospin inherited the contradictory and “troublé&@MO dossier in the spring of 198%.
As Whiteside notes, Jospin’s government was facigld two choices: promoting GMOs, thus
running “afoul of the people’s worries, or [balkjngt GMO distribution and possibly
[damaging] the future of French agricultur8.ln an attempt to resolve the contradictory policy,
Voynet turned to a group of scientific experts amgdironmental groups for their advice on the
cultivation of the Bt maize. She also sought théiop of the newly create€omité de la
Prévention et de la PrécautiofCPP) on the risks associated with the cultivatidrseveral
transgenic crops, including Bt maiZeThe CPP advised approval of Novartis’ maize for
cultivation, though it presented a negative opirvarthe other GM crops (oilseed rape and sugar
beet) under consideratidh.With this information, the government responded “byinging
consistency back to French policy by allowibgth the importation and cultivation” of the

approved GM maiz& However, it placed a two-year moratorium on théivation of oilseed

9 Knapp and WrightThe Government and Politics of Fran@®7.

% Whiteside. “Humanisme et Terroir.” 79.

% Whiteside. “Humanisme et Terroir.” 79.

% The CPP is an impermanent commission, createdilgr80, 1996, that requires renewal every five ye#tracts
as a consultative commission that answers to theiskty of Environment. The CPP is composed of twent
scientists who are experts in the fields of pubkalth and environment. The commission’s respolitgisi are: to
help ground ministerial policies in the principlefsprecaution and prevention; to provide early wagg, alerts, and
expertise on health problems associated with enmiental issues; to create links between scieméfsearch and
regulatory action; and to formulate opinions, aithethe request of the Minister or by its owniatitze. Ministere
de I'Ecologie, du Développment durable et de I'jier “Le comité de la prévention et de la précautides
comités  techniques http://www.developpement-durable.gouv.fr/Le-contdida-prevention-et-de,15001.html
(accessed June 2012).
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rape and sugar beet pending further research ongke of cross-pollination. In addition, the
government decided to require market stage mongasf all GM crops, including the maiZe.

From this example, it is clear that political gaaffiliation cannot be used as a shortcut to
explain the position of the government regarding @ kégulation. Regulation under left-wing
government¥® appeared to favor approvals for GMOs, while leadssm the right (Juppé and
later Sarkozy) made decisions that opposed them.aBd Cheveigné maintain that this is not
unusual in French politics, stating that, “In preet changes in the political majority have had
little effect on the evolution of public policy®

Although party affiliation did not seem to have ampact on the evolution of the
regulatory framework, the period of cohabitatiod.dBoy and Cheveigné argue that having a
right-wing president cohabitate with a left-wingvgonment set up a type of competition, with
“each side systematically invoking the precautignarinciple” in a number of case® In the
case of the embargo on British beef during the B8&s, “the rule of prudence set up by the
prime minister [appeared] to be partially motivatedthe fear that the ‘presidential adversary’
might take political advantage of an error or latkprecaution by the governmerif® With the
Conservative government across the Channel fallinglay of 1997 due to its mishandling of
mad cow, French politicians had every reason to déésctoral repercussions if they mishandled
the GMO issue. Moreover, they only needed to lamkhe HIV-tainted blood scandal and the

subsequent criminal trials to know that there wolleé domestic consequences for any

% Roy and Joly. “France. Broadening Precautionanyeftise.” 7.

10 Here, | am referring to Francois Mitterrand’s ten(a member of the PS, he was president of Frisone1981-
1995), as well as Lionel Jospin’s period of cohatinn from 1997-2002.
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missteps>* Neither side wanted to be blamed — electorallgraminally — for mistakes due to a
lack of precaution.

And, while party affiliation did not have a sigiedint impact on the regulatory framework
for GMOs, the way that the Socialist governmentried the issue made a difference. Jospin
believed that the public outcry over agriculturatbchnology was related to indecision on the
part of the public and a lack of education on $mi€'> As a consequence, Jospin announced
that the government would hold a “citizen’s confexe” organized by OPECST, to allow public
debate on the issue and to help educate the public.

Modeled on consensus conferences held in DenrfaiConférence des Citoyens sur les
OGMwas held in 1998. OPECST convened a group of thoi@ogy experts, sociologists, and a
lawyer to educate a group of fifteen French citzen the topic of GMOs over the course of two
weekends. The group considered questions such as:

What is gene transfer? Why is it used in agriceffuwWhat are the potential risks

of ingesting GMOs to human and animal health? Cauitte-scale cultivation of

GMOs endanger the environment? How should consubeersformed? What is

the current state of the national and internatiomajulatory frameworks for

GMOs?%

The laypeople were also given the opportunity tesjon the experts on the potential benefits

and disadvantages of GMOs.

194 The first round of criminal trials in the HIV-taid blood scandal, with three of the four publificidls charged
receiving convictions, were held in 1992. The secmund of trials for the former Ministers were déh February
and March 1999. See Chapter 2 for a more detaiteission of the HIV-tainted blood scandal.

195 pa Ros and Lynch. “Science and Public ParticipeiioRegulating Genetically-Modified Food.” 10; Wéside.
“Humanisme et Terroir.” 79-80.

1% Original text: “Qu’est-ce qu’un transfert de géh&urquoi est-il utlisé dans I'agriculture? Qusaiat les risques
potential pour la santé humaine et animale de &'stign de plantes transgéniques? La culture a gréaolelle de
plantes transgéniques fait-elle courir des risgubsnvironnement? Comment informer les consomnia®Quelle
est aujourd’hui I'état de la réglementation natienat internationale dans le domaine du transgé&mgymy
translation). Daniel Boy. 1999. “Politiques de lai€Sice et Démocratie ScientifiqueRevue Internationale de
Politique Comparéevol. 6, no. 3. 613-625. Here: p.624.
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The public conference was held a month after éoersd training session at the National
Assembly on June 20-21, 1998, and included a pafr@lenty-six experts, who represented the

academic world, private corporations, and non-profiganizations, as well as the fifteen

laypeople'®’

The experts publicly answered questions posedéyitizen panel during the two
days. When the debate was completed, the citizexel pgpent twenty-four hours writing its
conclusions® The panel did not conclude that moratorium on GM@s necessary, though the
members did present a number of measures to dewabop scientific research and to improve
control over GM plant8® For one, they called for the CGB to become morencip experts
from fields that had gone underrepresented anddatrengthening of public research in the
particular domain of risks assessmenf."The panel advocated more transparency in the
decisionmaking process, recommending that all @dbe made publicly available including
dissenting opinion*

The panel also recommended that the CGB shouldplie into two committees: a
scientific committee and a general committee. Thengific committee would provide scientific
expertise and research, whereas the general cozermitiuld advise on the social and economic
impacts of biotechnology products. One of the reasons for this conclusion was that th
panelists did not believe that scientific expertavéh “all the means to assess risk
113

comprehensively”™” As such, the general committee would help “enshe¢ the final advice

would not be based solely on the normative judgeésnehich underlie experts’ assumptioni&*”

197 Da Ros and Lynch. “Science and Public Participaiio Regulating Genetically-Modified Food.” 8; Boy.
“Politiques de la Science et Démocratie Scientdifb24.

1% pa Ros and Lynch. “Science and Public ParticipeiioRegulating Genetically-Modified Food.” 9.

199Boy and Cheveigné. “Biotechnology: a menace tmé&hedood.” 183.

10pa Ros and Lynch. “Science and Public ParticipeiioRegulating Genetically-Modified Food.” 9.

1 Roy and Joly. “France. Broadening Precautionanyefise.” 10.

12 Roy and Joly. “France. Broadening Precautionanyefiise.” 10.

13 Roy and Joly. “France. Broadening Precautionanyeftise.” 10.

14 Roy and Joly. “France. Broadening Precautionanyeftise.” 10.
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Another benefit to a two-committee system wouldrim¥eased transparency. Finally, the panel
also “urged a ‘clear, reliable and accountable’elady policy, including the separation and
traceability of GM and non-GM products throughde food chain**®

The French government had deferred making anpidudecisions on GMO policy until
after theConférence des Citoyen¥ean-Yves Le Déaut, the President of OPECST atirtie
had been tasked with seeking out expert adviceakspg to company representatives,
consumers, and researchers in the eight monthméead to the Conference, and then compiling
a report when the Conference had finish€dzor the most part, Le Déaut’s report agreed with
the majority of the panel's recommendations. Howelte Déaut notably disagreed with the
suggestion of creating two committees within theBC®le feared that two committees would
lead to permanent disputes within and paralysithefCGB'’ Le Déaut did acknowledge the
importance of including representatives from cisciety in the decisionmaking process,
though. In place of two internal CGB committeesyd@mmended that the government create a
separate commission with representatives from coaswassociations, environmental groups,
unions, and members of Parliament, under the puratthe Prime Minister’'s office. This
commission would be responsible for providing iggn@on on GMOs at the behest of the Prime
Minister or Parliament. It could also seek contaith the relevant regulatory institutions, which
would remain staffed by scientific experts. Le Danvisioned the function of this citizen
committee as being responsible for providing wagsjrather than expertise, on the submitted

dossiers.

5 pa Ros and Lynch. “Science and Public ParticipeiioRegulating Genetically-Modified Food.” 9.

116 jean-Yves Le Déaut and Henri Revol. 1998. “Préfatitilisation des organismes génétiquement modifiés
dans l'agriculture et dans l'alimentatiorRapport 545 (97-98), Tome 1. Office Parlementalifevaluations des
Choix Scientifiques et Technologiquéstp://www.senat.fr/rap/097-5451/097-54511.h{atcessed June 2012).

17 Jean-Yves Le Déaut and Henri Revol. 1998. “Recomttations Générales.l'utilisation des organismes
génétiquement modifiés dans l'agriculture et darainientation. Rapport 545 (97-98), Tome 1. Office
Parlementaire d’Evaluations des Choix ScientifiqesTechnologiqueshttp://www.senat.fr/rap/097-5451/097-
545117.htmlaccessed June 2012).
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The developments of Phase Il were incredibly ingmat to the evolution of the
regulatory framework for GMOs. The efforts to imgse public participation in the
decisionmaking process gave legitimacy to both exqgq@nions outside of the field of molecular
biology and to the opinions of members from ciwatigety. The Citizens Conference validated
the idea that the French public should be involvetthe decisionmaking process. As a result, not
only were public interests in the process legitediztheir place at the decisionmaking table was
institutionalized. This opening in the process datside interests surfaced in the context of the
concurrently occurring public health and food safstandals of the 1990s, which had seriously
heightened the public’s doubts in the governmealidity to make regulatory decisions in the
interest of the public good. The scandals also igeeé the idea that scientific choices and
techniques should be democratiZz&tin light of the HIV-tainted blood scandal and tBSE
crisis, French politicians needed to restore thialip's trust in their ability to regulate risk. In
order to achieve that goal, public officials resped with reforms to the regulatory system in
Phase IV.

Phase IV: 1998-2003

Following the Citizens Conference, the governmentvened a new CGB. The
reconfiguration of the commission created a mos#rtit separation of risk assessment and risk
management responsibilities. It also incorporateanents of “conflicting expertise”.: more
weight was given to the opinions of civil sociegpresentatives; the scientific experts were
selected from diverse disciplinary backgrounds; exykerts critical of GMOs were nominated as
members?® To increase transparency in the CGB'’s activitiesmmission members were

required to declare any possible conflict of ins¢sethat they might have when reviewing a

18 Boy. “Politiques de la Science et Démocratie Sifiene.” 620.
19 Bonneuil and Joly. “Plantes transgéniques, exggt action publique.”
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dossiet?® and to share opinions on dossiers with the puiblia timely mannet** Finally, the
CGB shifted away from its previous method of forgiign opinion based on consensus among
the scientists, and it implemented rules requiangte on each dossier. The results of each vote
would then be made public, though the minutes efrtieeting, which could reveal the specific
concerns of the dissenting members, would remaiater?*

Although there were no real institutional changgethe CGB's structure of function, the
government did attempt to broaden the commissi@osiposition by making the scientific
expertise more interdisciplinary and by includingrm representatives from civil society.
There were also several reforms that attemptedd®@ase the transparency of the commission’s
activities and to incorporate elements of “coniigt expertise.” Yet, because of fears that
conflicting scientific opinions would alarm the pigh the reasons for dissent were kept hidden;
the CGB did not publish the minutes of its meetimgy did it include minority opinions in the
final opinions expressed to the Ministrié§While a step toward a more transparent process, th
reforms of the CGB'’s internal rules still left tipaiblic in the dark on how the opinions were
crafted. The reform measures were aimed at encmgrdtconflicting’ debate within the
confines of the CGB, but [the CGB did] not wishexpose conflicting opinions to the outside
world.”?°
The inclusion of an expert critical of GMOs on t8&B also had mixed results. Some
members reported that the anti-GMO expert, atithe Gilles-Eric Séralini, played an important

role on the commission by asking challenging qoestiand pushing the other members further

120 One of the critiques of the CGB that came outriuthe Citizens Conference was the concern thatmission
experts might have conflicts of interest in caségn® the commission’s opinion, and the subsequargrgmental
decision, would have an impact on the expert’'s oxgearch.

121 Bonneuil and Joly. “Plantes transgéniques, exg#t action publique.”

122 Marris et al. “Precautionary Expertise for GM Csdp47.

123 pa Ros and Lynch. “Science and Public ParticipeiioRegulating Genetically-Modified Food.” 12.

124 Marris et al. “Precautionary Expertise for GM Csdp47.

125 Marris et al. “Precautionary Expertise for GM Csdp47.

167



in their reasoning® Other CGB members complained that Séralini’s @rts@anti-GMO
position was based on “other’, non-scientific r@as,” and that he did not contribute anything
positive to the process’ Although CGB members were originally optimisticoab the new
“culture” at the CGB in 1998, the commission seem@chave returned to “a more closed
culture” by 2003%

At the same time that the French government wasjamizing the CGB, it was also
working to create institutions that would become ttew cornerstone of the GMO regulatory
system in Franc&® In 1999, the Parliament passed ke d’orientation agricole n° 99-574 du 9
juillet 1999 (Agricultural Framework Law), which created a psional committee known as the
Comité de BiovigilanceThis committee was responsible for monitoring Gdvidhce they were
released into the environment for experimentalasnmercial reasons’ There were three goals
for monitoring GMOs: to ensure traceability of thiéferent varieties of GMO seeds; to collect
information on GM plant performance and the possibhintentional effects of cultivation; and
to ensure monitoring of potential negative envirental impacts of widespread cultivation of
GMOs!®*! The Comité de Biovigilancevas primarily created to “examine the environmenta
risks of GMO test plots” and to monitor GM cropsaed in open field tests plots and for
commercial productiof®?

Phase IV also marked the creation of AFSSA, thedhdood safety authority. In order

to promote transparency and independent expertilginwthe regulatory framework even

126 Marris et al. “Precautionary Expertise for GM Csdp48.

127 Marris et al. “Precautionary Expertise for GM Csdp47-48.

128 Marris et al. “Precautionary Expertise for GM Csdp48.

129 Bonneuil and Joly. “Plantes transgéniques, exg#t action publique.”

130 Henard. “France Biotechnology Annual 2006.” 6.

131 CETIOM. “Biovigilance.”Dossier OGM
http://www.ogm.cetiom.fr/fOGM/OGMSite/pages/05_regentation/biovigilance.htrfaccessed June 2012).

132 Hénard. “France Biotechnology Annual 2006.” 6.

By 2001, the point of controversy over GMOs had thigoshifted from a push for more public particifatiin the
decisionmaking process to the issue of the safietpen air field trials. Whiteside. “Humanisme edriioir.” 80.
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further, particularly with regard to public poliapakers, the government created thgence
francaise de sécurité sanitaire des alimeints1998, and it became operational in 1$%9.
AFSSA was also a response to the major food scarmfathe 1990s; its functions were to
provide independent scientific risk assessmentowd fsafety, with the goals of assisting in
setting regulation, improving transparency in decsaking, and implementing the
precautionary principle when necess&fyUnlike the modified CGB, the plan for AFSSA was
that it would have competency in both risk assessraed risk management. However, initially
it was weak because it had little means or legityn@® introduce economic, political, or social
considerations in its risk assessmenin the end, it suffered from the same issues @B B;

it had been created as an institution for sciengfkpertise, and efforts to take “other,” non-
scientific factors into consideration were seemasreach. While it was tasked with evaluating
risks to food safety, ultimately it was the goveemnthat made the policy decisiori8.

To ensure that the best possible experts wereirdppoto the agency, the government
held a public call for applications to attract takxd candidates from a variety of fields, in order
to help address the range of issues to which AF&SMd need to resporid’ The public call
was a drastic departure from the ministerial apjpogmts that were used to staff the other
regulatory committees. In addition, appointed etgeavere required to declare any possible
conflict of interest — direct or indirect — befosmch AFSSA committee meetin. These

measures were intended to reinforce the indeperdeithe agency from the Ministries. As the

133 Conseil national de l'alimentation (CNA). 2001. d@ertation et débat public en matiére de politique
alimentaire: enjeux et aspects méthodologiques & B0, Avis i29. 10.
http://agriculture.gouv.fr/IMG/pdf/Avis_n29.pd&ccessed June 2012).

134 Olivier Borraz, Julien Besancon, & Christophe @kau, “Is It Just about Trust?” in Ansell and Vo¢eds.),
What's the Beef? The Contested Governance of Earopeod Safety(Cambridge, MA: The MIT Press, 2006),
p.128.

135 Borrazet al, “Is It Just about Trust?” 134.

136 CNA. “Concertation et débat public en matiére détigue alimentaire.” 10.

137 CNA. “Concertation et débat public en matiére détigue alimentaire.” 10-11.

138 CNA. “Concertation et débat public en matiére détigue alimentaire.” 11.
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former Executive Director of AFSSA, Martin Hirschas noted, however, “it is somewhat
paradoxical to describe AFSSA as an ‘independeen@g — as government spokespeople often
do — when it is in fact under the tutelage of thmenistries (agriculture, health and
consumers)* Instead, AFSSA could “best be described as ‘a miggmt body charged with
conducting independent expertisé*® The “independence” of the agency was supposecto b
the independence of the scientific experts fronitipal and economic pressures. To that end, the
responsibility of AFSSA was to evaluate GMOs in toatext of human and animal health, not
with considerations for economic, political, or @ommental interests.

Within the regulatory framework for GMOs, AFSSA itad “out risk assessment prior to
market authorizations for different products, inthg GMOs used for human food or animal
feed.” AFSSA created specialized committees of experBsS)dn 2000 to provide scientific
expertise in ten main areas, including biotechnpi@jotechnology CES)** The Biotechnology
CES was always responsible for evaluating GMOsneveghe GM product could also be
considered under one of the other nine at&as.

As mentioned in Chapter 3, despite its lack of aral power, AFSSA legitimized
France’s more precautionary position at the EUllexeen the Commission attempted to lift the
moratorium on GM crops in 1998. At that time, AFS8pposed the risk assessment of Bt-11
maize by the EU’s scientific committees and theseglient assessments by the European Food

Safety Authority (EFSA), on the grounds that théadaas not sufficient to determine whether

139 Martin Hirsch. 2001. “L’expertise scientifique i@plendante dans un établissement public: 'exengléAgence
francaise de sécurité sanitaire des alimerisriseil d’Etat, Etudes & Documen#27-440, as cited in Marris et al.
“Precautionary Expertise for GM Crops.” 54.

140 Hirsch. “L’expertise scientifique indépendante slamn établissement public,” as cited in Marris &t a
“Precautionary Expertise for GM Crops.” 54.

141 Marris et al. “Precautionary Expertise for GM Csdb3.

142 Marris et al. “Precautionary Expertise for GM Csdb3.

143 Marris et al. “Precautionary Expertise for GM Csdb3.
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the GM maize posed risks to human he&ifirrance delayed implementation of the approval
process for GMOs as a result of AFSSA’s opiniorttenmatter:*

The legacy of Phase Ill guided the regulatory dgwelents of Phase IV. In response to
the conclusions of the Citizens Conference, theegawent reformed the CGB and created new
institutions to share the responsibility of evaiogtthe risks of GMOs at different points along
their production cycle (during fields trials andpand post-market authorizations). The creation
of AFSSA and theComité de Biovigilanceveakened the central role in the GMO regulatory
framework that the CGB had held in the first thpbases:® Yet, it is also important to note that
despite reforms to increase transparency and imdigpee, the regulatory institutions still relied
heavily — or in the case of AFSSA, exclusively —sorentific expertise to form their opinions.

Despite the persistent supremacy of scientific gigee in risk evaluation within the
committees, the precedence of more public participain the GMO debate, established in
Phase lll, continued in Phase IV. For example, Rhench government continued to organize
public debates on the issue of GMOs. In November @acember of 2000, several ministers
held a series of public forums to discuss food itpiahd food safety, in addition to conducting a
national opinion poll on the topfé” Known as thétats généraux de I'AlimentatiqEGA), the
forums specifically dedicated to agricultural budteology and the national poll results
“confirmed unambiguously the massive oppositioffi@nch consumers to GMOY*®

Additionally, when the debate over GMOs shiftedanus to questions about the safety

of open air field trials, the Agricultural Ministemnounced a new “débat public,” which was

144 Borrazet al, “Is It Just about Trust?” p.149.

145 Borrazet al, “Is It Just about Trust?” p.149.

146 Bonneuil and Joly. “Plantes transgéniques, exg#t action publique.”

47 Direction Générale de I'Alimentation (DGAL). 20@ilan d’Activité 200047.
http://agriculture.gouv.fr/IMG/pdf/2000bilan.pccessed June 2012).

148 Whiteside. “Humanisme et Terroir.” 80. Th#ats généraux de I'’Alimentatioran be loosely translated as the
“General State of Food.”
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held in February of 2002. This public debate ddtefrom the format of the original Citizens
Conference on GMOs in that it expanded the numlbdaypeople included, from 15 to 120
participants:** Known as the “Four Wise Men'’s Debate” (so namechhse it was organized by
the presidents of four consultative commissions foad policy, technology assessment,
bioethics, and sustainable development), the m@sufinal report emphasized that field trials
occurred in a social space, and as such, fieltlauthorizations needed to be considered by an
audience wider than scientific expelt8 Although the Wise Men’s debate was “an important
moment in the public controversy on GMOs” and co@d specific policy recommendations, a
change in government shortly after its publicatied to it having little impact on public policy
decisionmaking*

In general, although the increased efforts to idelpublic participation through forums
created a new space for public interests in thesagunaking process, the public voice had little
to no impact on the decisions taken by the Fremmvemment>? At that time, the French
government did not take seriously the recommendatiocreate a permanent committee that
would represent socioeconomic concerns and expedisd the proliferation of new scientific
committees and agencies in an attempt to ensunspasency and independence only led to a
fragmented regulatory system, making coordinatietwben the different bodies more difficult

than ever>3

19 \Whiteside. “Humanisme et Terroir.” 80.

150 Marris et al. “Precautionary Expertise for GM Csd32.

51 Marris et al. “Precautionary Expertise for GM Csd83.

152 pierre-Bénoit Joly and Claire Marris. 2003. “Arkcherche d’une démocratie technique. Enseignendenta
conférence citoyenne sur les OGM en Franblkatures, Sciences et Sociétéasl. 1. 3-15, as cited in Olivier Borraz
and Julien Besangorz009 “Uncertainties in regulating food safety in Frayicin Uncertain Risks Regulated
Michelle Evenson and Ellen Vos (eds.). New YorkuBedge-Cavendish. p. 49-67. Here: p.63.

153 Borraz and Besancon. “Uncertainties in regulafoud safety in France.” 65.
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Phase V: 2003-2008

The turbulence that characterized Phase lll, &atl iesulted in regulatory responses in
Phase 1V, was not just a domestic disturbance. i@utsf France’s borders, storms were also
brewing. International pressures to lift an EU-wia@ratorium on GMO approvals and GM
imports were coming to a head. In addition, negiotig on regulatory guidelines and standards
for GMOs were being hashed out in different intéiorel forums:>* The EU, and by extension
France as an EU member state, were under pressurgoick the approval process and to accept
GMOs within their borders.

In 1998, the French government had spearheadedntwement at the EU-level to
implement ade factomoratorium on GMO approvals until a more stringegulatory system
was developed. Within the EU, the moratorium black# new GMO approvals in the Council.
In terms of international trade, EU member stagdgssed to import GM products. In 2003, the
US challenged the EU in the World Trade OrganizafdVTO), claiming that the EU was
“illegally restricting imports” by refusing entryptAmerican GMOSs?>® After the WTO ordered
the EU to allow GM products into the European marikee EU lifted its ban in 2003.

Despite the lifting of the EU moratorium, Fran@ntinued to ban the importation of GM
food. This stance left France at odds with the Bhdlcies, and thus vulnerable to legal action.
Because of its noncompliance with EU law, the EeaespCommission brought two cases to the
ECJ against France during Phase V. The first, i042@vas for France’s failure to properly
transpose Directive 2001/18/EC, resulting in theJE@ling that France had infringed
Community law and was therefore required to payafigimpayments to the EU. The Commission

pursued a second case in 2007 because Francehadillfailed to transpose the Directive

1% For a more detailed discussion of internationglatiations, see Chapter 3.
155 West.Biotechnology Policy Across National Boundarigg.
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completely following the first ruling. The 2007 eadinally motivated France to transpose
Directive 2001/18/EC fully, though France had ty palump sum penalty of 10 million euros
for failure to comply with the 2004 judgmefif.

At the same time that the French government sledgat the EU-level to justify its more
precautionary position, it was also struggling detizally to overcome the impasse in the GMO
debate. The CGB and AFSSA were regularly produciogflicting opinions regarding GMO
approvals; in 2003, for example, they disagreediwm out of six products evaluated under
2001/18/EC™’ In addition, attempts to collect more researchGMOs and their potential
effects were continually stymied by the so-calfadcheurs volontaire§® Since 1999, anti-
GMO interest groups had orchestrated campaignestay GMO field trial$>® The intensity of
the field-trial destruction increased in the follog years, and by the summer of 2005, “activists
[had] destroyed half of the open field test®'Tonsequently, although the CGB had approved
several GMOs for cultivation for test purposes, thember of test plots for field trials
plummeted — from 366 plots in 1999 to only 48 D2+

Around that time, the French government annourcpdtential solution to the deadlock.
In November of 2004, President Chirac revealed lieatvould present biotechnology legislation

to Parliament, in an effort to transpose Direc@@®1/18/EC into national law? The proposed

1% For a more detailed discussion of the WTO and &3&s, see Chapter 3.

157 Claire Marris, Pierre-Bénoit Joly, Stéphanie Ronalad Christophe Bonneuil. 2005. “How the French GM
controversy led to the reciprocal emancipationoiérgific expertise and policy makingScience and Public Policy
Vol. 32. No. 4. August. pp.301-308. Here: 30

1% Faucheurs volontairesire “volunteer reapers”: anti-GMO individuals whlestroy GM crops as a form of
protest.

139 Claire Marris et al. “How the French GM controveted to the reciprocal emancipation of scientéipertise
and policy making.” 303.

180 Henard.. “France Biotechnology Annual 2006.”

181 Mark Cantley. 2007. “An Overview of Regulatory Te@and Frameworks for Modern Biotechnology: A Focus
on Agro-Food.”OECD International Futures Project on “The Bioecomp to 2030: Designing a Policy Agenda.”
OECD Report. OECD International Futures Progranifie.

152 NLA. “French President Announces Framework LawBiotech Crops (USDA-FAS GAIN report) Biofuels
Journal Original post date: November 2, 2004.
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legislation included provisions on the coexistefme GM and non-GM crops and a plan to
create a new biotechnology council to assess GMuyuts at the national level in FranééThe
new council would be under the control of the Minjof Agriculture, with the assistance of the
Ministries of the Environment and of Research. Bathan adding a new scientific committee to
evaluate GMOs to the already existing regulatostitations, the proposed council intended to
replace several of the existing regulatory indting (the CGG, CGB, andComité de
Biovigilance with one inclusive scientific committee. The Iglgtion would also have created a
second committee within the new council, but ratthen offering scientific evaluations, that
committee would be responsible for evaluating theiaddogical and economical aspects of GM
products-®*

The proposed changes to the regulatory framewgrikChirac recalled the suggestions
made in the conclusions of the Citizens Conferenamely that a new committee was necessary
to evaluate the non-scientific factors associatéith wotential GMO risks. The intent of the
progressive fragmentation of the regulatory framdgwo the wake of the Citizens Conference
was to incorporate “conflicting expertise” into lased system, with the greater goal of creating
more transparency. The result was, indeed, thatS®&nd the CGB regularly produced
conflicting opinions. But the consequence of thogeflicts was a paralyzed regulatory system,
rather than a coherent regulatory framework.

While the government acknowledged that the systeam deadlocked within France,
members of Parliament were in no rush to passetislation. Only the French Senate had voted

on the biotech bill by March of 2006. And reportsrmh that time indicate that the French

http://www.biofuelsjournal.com/articles/french_picent _announces_framework law_on_biotech_cropst $on
e 2 usda fas gain report fon_ -24110.fdcdessed June 2012).

183“French President Announces Framework Law on Blo@rops (USDA-FAS GAIN report).”

184«French President Announces Framework Law on Blo@rops (USDA-FAS GAIN report).”
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National Assembly was reluctant to bring the bpl for a vote so close to the presidential and
parliamentary elections scheduled in May and JuUn2067, despite the threat of heavy fines
from the EU for failure to transpose the EU Direefi®® Politicians were not interested in
making agricultural biotechnology a campaign issue.

In late spring of 2007, Nicolas Sarkozy and histypa- Union pour une Majorité
Populaire(UMP) — won decisive victories for the presideneoygl én the parliament® Sarkozy’s
early endeavors in office seemed to continue thexipus efforts to free up the regulatory
impasse regarding GMOs. For example, he organizstias of workshops on the environment,
known asLe Grenelle Environnmenithe Environment Roundtable), to help “define ey
points of government policy on ecological and susiiale development issues” for his term in
office.’®” The then-Minister of the Environment, Jean Louisrl8o, and the then-Under-
Secretaries of the Transportation and Environmemtidities, Dominique Bussereau and
Nathalie Kosciusko-Morizet, organized the Roundtafllhey brought together panels of civil
society and public service delegates, who represéiinte interest groups: national government,
unions, corporations, NGOs, and local authoritfés.

The roundtable events occurred in five phasesv&st July and September of 2007, six
workgroups with representatives from all panels t'rtee propose concrete action [regarding

environmental issues] to be implemented at [thépnal, European and international lev&>

1% Hénard. “France Biotechnology Annual 2006.”; Ceptl*An Overview of Regulatory Tools and Framewoftxs
Modern Biotechnology.” 72-73.

1% The Union pour une Majorité Populairés known at the “Union for a Popular Majority,” #nglish. Bruno
Cautrés with Alistair Cole. “The 2007 French Eleos and Beyond,” in Alistair Cole, Patrick Le Galéad Jonah
D. Levy (eds.)Developments in French Politics Mew York: Palgrave Macmillan, 2008: 22-41. He3@:38.

187 e Ministére de I'Ecologie, du Développement digalet de I'Energie.Le Grenelle Environnement
http://www.legrenelle-environnement.fr/-Version-éaige-.html?rubrigue3accessed June 2012).

1881 e Ministére de I'Ecologiele Grenelle Environnement

189 e Ministére de I'Ecologiel.e Grenelle Environnemerite Ministére de I'Ecologie, du Développement diliea
et de I'EnergiePrésentation du Grenelle Environnementtp://www.legrenelle-environnement.fr/Presentatitbn
Grenelle.htmiaccessed June 2012).
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The second phase began in October, when the goeetrsulicited public feedback by opening
up the proposals to the general public for delihteugh public meetings and internet forutffs.
On October 24-25, 2007, negotiations among the fiareels took place to identify “the major
guidelines for action in all theme ared5”Sarkozy closed the negotiations with a speech
presenting the Roundtable’s conclusioffsThe direct result of the negotiations was thetaea
of thirty-four operational committees charged wd#éwveloping guidelines for the implementation
of the Roundtable’s conclusions in the fourth phaiske Grenelle(December 2007). The final
phase and result die Grenelle Environnemenwas the passing of fivéois Grenelle (the
Grenelle laws) between 2008 and 2010. These lagatent the legal basis for the Roundtable’s
environmental action plans.

The first law of thdois Grenelleto pass through Parliament was tlee OGM on June
25, 2008'"° Among the principal measures of thei OGM were: a guarantee of the right to
produce and consume GM-free products; an assurdnatefarmers whose crops had been
contaminated by GMOs would be compensated; andd¢bkaration that the destruction of GM

fields would be punishable by two years in pri$6hin addition, theLoi OGM finally created

170 e Ministére de I'EcologieLe Grenelle Environnemenite Ministére de I'EcologiePrésentation du Grenelle
Environnement

11 | e Ministére de I'Ecologie, du Développement dieabt de I'EnergieRound Tablehttp://www.legrenelle-
environnement.fr/~-Round-Table-.htifdccessed June 2012). The “themes” of the diffesemkgroups were: “fight
climate change and control energy demand; preseiadiversity and natural resources; create an enwent
conducive to health; adopt sustainable modes oduymion and consumption; construct a green demygiaed
promote green development favouring employment a&ondhpetitiveness.” Le Ministere de I'Ecologie, du
Développement durable et de I'Energiorkgroups.http://www.legrenelle-environnement.fr/-Workgrougsm|
(accessed June 2012).

2 The English version of Sarkozy's speech can baddere http://www.legrenelle-
environnement.fr/IMG/pdf/Discours_GrenelleEnviromment_Anglais-4.pdf

13 The Loi OGM is officially known asLoi n°® 2008-595 du 25 juin 2008 relative aux organes génétiquement
modifiés(Law r* 2008-595 of June 25, 2008 related to geneticatigified organisms).

174 | e Ministére de I'Ecologie, du Développement digakt de I'Energie.Loi OGM. http://www.legrenelle-
environnement.fr/Loi-OGM.htmlaccessed June 2012).
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the Haut Conseil des Biotechnologi€slCB — High Council on Biotechnology): the two-
committee council that had been proposed by Chirac.
Phase VI: 2008-2010

The final incarnation of the HCB did share somarahteristics with Chirac’s proposal,
though there were also a few significant differende terms of similarities, the HCB did replace
the CGG and the CGB, as Chirac had proposed. THz &€d absorbed a provisional committee
that the Ministry of the Environment had create@@®7 to evaluate the potential environmental
impacts of Monsanto’s GM maize (MON810$.The provisionalComité de Biovigilanceid not
become subsumed into the HCB; however, Itbe OGM did create a “new” commission to
replace it — th&€omité de surveillance biologique du territo(@SBT)"’

As proposed by Chirac and the Citizens Confereapert, the HCB is made up of two
committees: one responsible for scientifically eesing the effects of GMOs on the
environment and public health (tf@omité scientifigue- CS), and another responsible for

evaluating the social, economic, and ethical ingtians of GMOs (theComité économique,

éthique et sociak CEES):’® Unlike Chirac’s recommendation that it be housethie Ministry

5 The Haut Conseil des Biotechnologiess further defined legally in December of 2008thgDécret n° 2008-
1273 du 5 décembre 2008

176 HCB. “Missions.” A propos du HCBhttp://www.hautconseildesbiotechnologies.fr/spippérticle42(accessed
July 2012). The provisional committee was calleel @omité de Préfiguration de la Haute Autorité sus BGM
(CPHA). At the time, MONB810 was the only GM maibathad been approved for cultivation within Fraregnés
E. Ricroch, Jean Baptiste Bergé, and Marcel Kub@4.0. “Is the Suspension of MON810 Maize Cultivatioy
Some European Countries Scientifically Justifiet&B News Reparfpril.
http://www.isb.vt.edu/news/2010/Apr/Suspension-cBMB810-Maize-Cultivation.pdfaccessed July 2012).

" The CSBT took over the responsibilities of theyisimnal committee, in that it is responsible foakiating and
monitoring the impacts of the cultivation of GM pta on the environment. But, more broadly, the CIBT
responsible for monitoring the potential impactsagficultural practices on the environment andefstablishing the
protocols for collecting data on the appearancepantiferation of harmful organisms. In additiohetCSBT must
consult with the HCB at least once a year to previd opinion on the guidelines for surveillancagtices used to
monitor the environmental effects of GM crops. Lenigtere de I'Ecologie, du Développement durabledet
'Energie. 16/09/2011 “CSBT: missions et avisSurveillance du territoire http://agriculture.gouv.fr/CSBT-
missions-et-avis,164fccessed July 2012).

78 |n English, they are known as the Scientific Cotteei and the Economic, Ethical, and Social CommittCB.
“Comités.” Accueil du sitehttp://www.hautconseildesbiotechnologies.fr/spip.plubriqueAaccessed July 2012).
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of Agriculture like the CGB had been, with assis@aifrom the Ministries of the Environment
and of Research, the HCB is instead affiliated wgbveral ministries: Environment,
Consumption, Agriculture, Health, and Resedr¢ch.

The CS of the HCB is made up of a minimum of 268 ao more than 40 members,
including its president. At least 22 members mustspecialists from a range of scientific
backgrounds: genetics (3), microbiology (3), huraad animal health (10), agronomy (3), and
environmental sciences (3). To meet the minimumbemof members, the scientific committee
must also include at least one specialist from eaichhe following fields: statistics, law,
economics, and sociolod$’ Like the reformed CGB, the composition of the HEBCientific
committee is interdisciplinary, with a broad rangé scientific expertise included. The
interdisciplinarity of the HCB, however, goes evarther than the reformed CGB by including
representatives from more fields in both the s@enand social sciences. And, it is staffed
similarly to AFSSA; the French government solicgplications for membership on the CS
through a public call. Each member serves a fivaa-yerm, which can be renewed.

In addition to its president, the CEES is requitedhave 26 members who represent 17
different categories of civil society, industryb&a, and local, regional, and national government.
Members are nominated to the CEES by their respeatrganizations®® The pertinent
Ministers present nominations for the presidenéa¢h committee and of the HCB as a whole.

The Finance Committees in both the French Natigkedembly and the Senate must then

9 Francois Fillon. 2008Décret n° 2008-1273 du 5 décembre 2008 relatif @autHConseil des biotechnologies
http://www.legifrance.gouv.fr/affichTexte.do;jsessid=7cidTexte=JORFTEXT000019876045&date Texte=&adA
tion=rechJO&categorieLien=ihccessed July 2012).

180 Marie-Cécile Hénard. 2009. “France Biotechnologerieh Biotechnology Policy Measures Bogged Down
2009.” GAIN Report. Report no. FR9003. Paris: USB#éreign Agricultural Service. 2; FillorDécret n° 2008-
1273

181 Fillon. Décret n° 2008-1273or example, the representative from the Nati@thics Consultative Committee is
nominated by the president of that committee; tive farmers’ union representatives are nominatedthzjr
respective unions; the two representatives fronsgomer rights organizations are nominated by thespective
organizations, etc.
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approve the presidential nominations. The thresipeats make up the leadership of the HCB,
along with the vice-presidents of the CS and th&E&ho are elected by an absolute majority
of their committee’s membet&?

The mission of the HCB is “to provide advice te french Government on a wide range
of issues relative to biotech product&'Moreover, the HCB is responsible for “proposing a
definition of non-biotech products; recommendingxdstence measures for biotech and non-
biotech crop cultivation; and reviewing applicagsoon the confined use of [GM] products and
on the release into the environment (cultivatioid targe number of [GM] products®*

As part of its work, the HCB receives dossiersarding GMO approvals. When the
submitted dossier refers to a question on the fissn@lready approved GMO, only the CS
provides an opinion. However, when the submittedssoly concerns a new request to
disseminate a GMO voluntarily (as in a field tebtpugh cultivation, or the market entry of a
product with GM content), both committees respoRast, the CS gives its opinion after
evaluating the potential health and environmemgdacts of the GMO. Then, the CEES gives its
own recommendations after reviewing the opiniorthef CS and performing an analysis of the
potential economic, ethical, and social implicasionf the GMO'® The HCB president
communicates the opinions to the competent autbsrénd to the petitioner. For dossiers where
both committees respond, the president presentsHtbB’s opinion as theavis du CS -

recommandation du CEEES opinion — CEES recommendatidff).

'82 Fillon. Décret n° 2008-1273

183 Heénard. “French Biotechnology Policy Measures Bajfown 2009.” 2.

184 Hénard. “French Biotechnology Policy Measures Bajown 2009.” 2.

185 HCB. “L'instruction des saisinesPonctionnement
http://www.hautconseildesbiotechnologies.fr/spipptubrigue25accessed July 2012).

18 HCB. “Les avis.”Fonctionnementhttp://www.hautconseildesbiotechnologies. fr/spipptubrique25accessed
July 2012).
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In this way, the opinions of the two committeesynaiverge, and they often do. For
example, the CS and the CEES differed over thedssier that the HCB received — a request
to review GM maize by Monsanto (MON810) for whickFA was considering reauthorization.
The CS noted that the scientific data provided Waged, but that the GMO did not seem to
pose significant risks to human or animal healthaddition, the committee found that the GM
maize would help reduce the amount of pesticidesl iy up to 50%. However, the CS also
recommended that Monsanto should continue to monfte GMO, in conjunction with the
CSBT, after approval and during cultivatiii.In contrast, the majority of the members of the
CEES found that the benefits of MON810 did not aigh its disadvantage&®

The HCB acknowledges that it provides contradictipinions, but does not perceive its
contradictions as inherently problematic. Its webstates that: “The [HCB’s] opinions may
express the conflicting positions formulated withéach committee, [but] they do have
consultative value™®® The HCB goes on to note that it is only an advidmrdy:; its opinions are
not meant to replace the state in the decisionngaincess. This hesitancy to provide a clear-
cut opinion is evident in the way in which the CEf8sents its recommendations. In the case of
the MONB810 dossier, 14 of the 26 members voted todhe question of whether the benefits of

the GMO outweighed its disadvantages; yet, the citt@enalso provided recommendations on

187 Comité scientifique du HCB. “Avis sur les réponsies’AESA aux questions posées par les Etats mesnau
sujet de la culture et de la consommation du maie8d0, Dossier EFSA-GMO-RX-MON810.” December 22,
2009.http://www.hautconseildesbiotechnologies.fr/IMG/A#1222 Mais MON810_ Avis CS_HCB.p(Hccessed
July 2012). 7.

188 Comité économique, éthique et social du HCB. “Remandation relative & la demande de renouvelldest
autorisations de culture, importations et transtion du mais MONS810.” December 22, 2009.
http://www.hautconseildesbiotechnologies.fr/IMG/0#1222 Mais MON810 Recommandation CEES_HCB.pdf
(accessed July 2012). 8.

189 HCB. “Les avis.” Original text: “Les avis peuvefaire état de positions divergentes exprimées audgechaque
comité. lls ont une valeur consultative : le HCRrétune instance de concertation et de conseie ge substitue
pas a la puissance publique pour la prise de @écigimy translation).
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the standards and monitoring methods that shoulcetpeired if the state decided to authorize
MON810 anyway.

For other dossiers, the CEES has provided appesndic its recommendations to
catalogue dissenting opinions. One such exampleeiavis du CS — recommandation du CEES
on the authorization of field trials to study thea@evine fanleaf virus (GFLV). After its
evaluation of the dossier, which was presented Hy Ihstitut National de Recherche
Agronomique(INRA),**° the CS stated that there were no identifiablesriskhuman or animal
health or to the environmett: In turn, the CEES concluded that the dossier heestandards of
the three criteria used for its evaluation. Andyuph the recommendation does not explicitly
state that the tests should be authorized, themlisg opinions imply that meeting the criteria
was seen as positive support for the authorization.

The formation of the HCB was supposed to reduee kbttleneck in the regulatory
approval process for GMOs, by streamlining a fragiae system into one major council that
would be responsible for providing the governmeithva comprehensive opinion. The HCB'’s
structure reflected previous regulatory reformshwis efforts to engender interdisciplinary,
scientific expertise and to include a range of mubiterests. The internal rules of the CS,

however, were a return to the consensus-styleiensfic evaluation that characterized the CGB

19 INRA is the number one agricultural research togti in Europe. It is a public research institated it carries
out “mission-oriented research for high-quality amehlthy foods, competitive and sustainable aguceland a
preserved and valorised environment.” INRFe Institute http://www.international.inra.fr/the_instituf@ccessed
July 2012).

191 Comité scientifique du HCB. “Avis sur le dossieFR/09.11.01.” March 15, 2010.
http://www.hautconseildesbiotechnologies.fr/IMG/{®0410-Vigne-Avis-CS-HCB.pdfaccessed July 2012). 2.

192 Representatives from four NGOs offered reasonshfeir dissent in the appendix. Three of the foigsenters
represented environmental protection groups (Gremegy Les Amis de la Terre, and France Nature
Environnement). The remaining dissenter was a semitative from the Confédération Paysanne.

Comité économique, éthique et social du HCB. “Remamdation relative a la demande d’expérimentatien d
porte-greffes de vigne génétiguement modifiés (delea B/FR/09.11.01).” April 10, 2010.
http://www.hautconseildesbiotechnologies.fr/IMG/d0410-Vigne-Recommandation-CEES-HCB.pdaccessed
July 2012). 7-11.
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before the reforms in Phase IV. In its first yedh® opinions of the CS have all been based on
unanimity, except in the case of determining cdexise guideline$®
Yet, consensus has not developed between the dmondtees, and frequent conflicting

opinions from the CS and the CEES mean a lack edratut advice for the Ministries. As a
result, the Ministries must decide whose opiniorfdiblow. The HCB has not opened up the
approval process as hoped. Although the anti-GM&igg have generally worked well with the
HCB, pro-GMO groups have been more critical becabsg had expected “science to come
first.”1%4

Sarkozy’s government was also not successful ampting a coherent stance on the
issue of GMOs. The American government interpré@adkozy’s position to be anti-GM&?
partly because he maintained a domestic ban on MON®\d partly because he consistently

voted negatively or abstained on new GMO approatlkhe EU-levet®

Furthermore, early in
Sarkozy's tenure, there was a shift in the leadethe GMO portfolio, from the Minister of
Agriculture to the Minister of the Environment. Beten 2007 and 2010, the Ministry of the
Environment spearheaded a number of policy intestithat seemed to take a more negative

approach to the biotechnology issdé.

193 Jean-Pierre Bompard. 2/21/12. “Lecture de I'higtaiu HCB.” Alternative Economiquesttp:/alternatives-
economiques.fr/blogs/bompard/archives/1&bcessed July 2012).

194 Olivier Borraz, from interview with the author (vt 12, 2012).

195 Marie-Cécile Hénard. 2008. “France Biotechnolog9fGAction on Biotech — One-Year Review 2008.” GAIN
Report. Report no. FR8008. Paris: USDA Foreign égtural Service. 2, 3.

1% The French government temporarily suspended thivation of the GM maize MON810 at the end of Qo
2007. Following protests from over a thousand gisen the government formed a provisional comraitteCPHA
— to assess the potential impacts of MON810's \eatitbn. Despite only providing a draft report, whidid not find
new scientific data on MON810 to be “negative,” timvernment decided to uphold the ban, and on Beprr,
2008, cultivation of MON810 was officially suspemdéicroch, Bergé, and Kuntz. “Is the SuspensioMGMN810
Maize Cultivation by Some European Countries Sdieatly Justified?”

197 Hénard. “GOF Action on Biotech — One-Year Revied0@.” 2; Marie-Cécile Hénard. 2010. “France Approve
New Biotech Corn, Biotech Vine Destructions Extrgmenpopular.” GAIN Report. Report no. FR9046. Rari
USDA Foreign Agricultural Service. 4.
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But there were several public inconsistencies shggested Sarkozy might compromise
on the GMO issue. For example, when Environmentalidéer Borloo suggested that France
might halt new plantings of GM crops, “he was immagely contradicted by an Elysée
spokesman?®® One of Sarkozy's aides further clarified that MO question should not be
treated ‘cavalierly’ and that the ultimate decisimould be made by ‘the President of the
Republic and the Prime Minister:* Sarkozy even went as far as to announce in a 8068ch
at the annualSalon de I'Agriculturethat France must change its environmental pratecti
methods in agricultural practices, stating that vieuld not “sacrifice French agricultural
interests” to others’ standartfS.This declaration angered environmentalists, whtdtietrayed”
by Sarkozy just a few months after the successsaBrenelle Environnement*

Despite its, at times, inconsistent message, thendh government realized that
something needed to be done to resolve the GMQe,igzarticularly in the face of renewed
pressure and penalty payments from the EU. To ehdt the law that created the HCB also
transposed the outstanding portions of the EU Buec2001/18/EC. With the transposition,
France avoided more penalty payments to the EUtHutreation of the structure of the HCB
only ensured that the letter of the law was met,the intent. One of the main purposes of the
Directive was “to make the procedure for grantiogsent for the deliberate release and placing

on the market of genetically modified organisms (@& more efficient and more transparent,”

1% The “Elysée” refers to the French presidentiabpal Article from the September 24, 2007 issueilmération, as
cited in Jonah D. Levy and Cindy Skach. “The Retiorm Strong Presidency,” in Alistair Cole, Patrlak Gales,
and Jonah D. Levy (eds.pevelopments in French Politics Mew York: Palgrave Macmillan, 2008: 111-126.
Here: 124.

199 ibération (September 24, 2007), as cited in Levy and SK&dte Return to a Strong Presidency.” 125.

20 Elodie Bousquet. 2010. “Nicolas Sarkozy s’assait le Grenelle de I'environnementl”Express March 9.
http://www.lexpress.fr/actualite/environnement/ésnsarkozy-s-assoit-sur-le-grenelle-de-I-
environnement_853994.htrfdccessed July 2012).

21 Bousquet. “Nicolas Sarkozy s'assoit sur le Grene# I'environnement.”
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in order to help establish “a common methodologyrisk assessment® But France continued
to maintain its national GMO bans, which violated &pprovals.

The HCB was further tested in August 2010, whemrayxmately 60 faucheurs
volontairesdestroyed the INRA open air field trials of GM gexines. The HCB’'avis du CS —
recommandation du CEB$d been generally positive regarding INRA’s jpatitfor a ten-year
field trial. The CS wholly agreed with the dosdieat INRA submitted, noting not only that there
seemed to be no identifiable risks to the enviramnoe to public health, but also that INRA had
presented “the characteristics of the trial, the@remment, and the measures taken to control the
risks in a precise mannef?® In most of its opinions, the CS details the meastinat need to be
taken by the petitioner to ensure the protectiothefenvironment and of public health. In the
case of INRA’s dossier, the CS made no major sugmes The CEES was also much more
positive in its assessment of INRA’s proposal tivamther recommendations it had provided.
The CEES observed that INRA had already worked etyosvith the local community
(researchers, professionals, and members of abglety) to solicit feedback and to provide
information regarding the triaf8* The recommendation even went as far as to statedaspite
not all members being in agreement, the CEES hedidgtat an open air trial could provide

useful data regarding plant life and viruses inegatf®

202 Eyropean Commission, “Summaries of Legislationiilizeate Release of Genetically Modified Organisms
(GMOs),” http://europa.eu/legislation_summaries/agriculfo/I28130 _en.htnfaccessed July 2012).

%3 CS du HCB. “Avis sur le dossier B/FR/09.11.01.”. 10riginal text: “Les caractéristiques de I'essai,
I'environnement et les mesures prises pour contiélesque sont décrites de facon précise. llanpas d'indication
d’effet indésirable des produits des transgenefassanté publique ou I'environnement.” (My tranisia).

204 CEES du HCB. “Recommandation relative & la demadtpérimentation de porte-greffes de vigne
génétiquement modifiés (demande B/FR/09.11.01).” 6.

%% As mentioned above, dissenting opinions from fanti-GMO NGO representatives were included in the
appendix of the CEES recommendation. CEES du HEBcbmmandation relative a la demande d’expérimentat
de porte-greffes de vigne génétiguement modifiésn@hde B/FR/09.11.01).” 5-6.
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The INRA open air trials in Alsace had been viewsdthe anti- and pro- sides as
something of a rapprocheméfit.Both the CS and the majority of the CEES seemaesitipe
that risks were minimal and that they would be wedinaged. The fact that INRA is a public
research institution, and not a private biotechpomtion, also soothed fears that commercial
interests would trump public health and environrakcbncerns. INRA’s engagement of the
local community had already led to meetings betwtenanti-GMO and pro-GMO camps to
develop a protocol on how experimental trials stidad conducted and how the results should be
interpreted™®’

The rapprochement was shattered, however, Wwhacheurs volontaireslestroyed the
GM vines a few months into the new trial periodeTdresident of the INRA unit in Alsace, Jean
Masson, reacted strongly to the destruction: “#dremely serious for the research. We work
for a public institution and these psychos cometrdgsit all. They stop knowledge from
advancing, that's all they do®® For their part, théaucheurs volontairesmphasized that they
were engaging in non-violent acts of civil disolssdie, and that although it was public money
that had financed the trials, the public did noht\aMOs?%°

Several public figures condemned the destructibiN&A'’s test field, including the
Ministers of the Environment, of Research, and gfiéulture. Frédéric Bach, the director of the
wine-growers association in AlsacéAs§ociation des viticulteurs d’Alsgcealso spoke out

against the destruction and in support of INRA'skvd® The HCB published a press release a

2% 9livier Borraz, from interview with the author (vt 12, 2012).

27 Olivier Borraz, from interview with the author (M 12, 2012).

298 Original text: “C’est gravissime pour la recherci@n travaille pour un établissement public et nedades
viennent tout détruire. lIs empéchent la connassatiavancer, c’'est tout ce qu'ils font.” (my triatien). “Les
faucheurs volontaires s’en prennent aux vignes di®NRA.” Le Monde. August 15, 2010.
http://www.lemonde.fr/planete/article/2010/08/15/aucheurs-volontaires-s-en-prennent-aux-vigneks-de
inra_1399165_ 3244.htnfhccessed July 2012).

2094 es faucheurs volontaires s’en prennent aux \égie 'INRA.”

219 Hervé Morin. “La vigne transgénique, nouvelle eibles ‘faucheurs’.l.e Monde August 17, 2010.
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week after the vineyard’s destruction, entitled €THigh Council on Biotechnology deplores the
disruption of INRA’s experiments on the geneticaiypdified vines in Colmar®** But in the
months following the destruction of the Alsatiaeldi test and during the ensuing trial, the
respective organizations of the CEES members whib diasented on INRA’s dossier all
publically supported théaucheurs volontaire$ In addition,France Nature Environnmerind
Greenpeace France publically condemned the HCBiskuing the press release that spoke
against the destruction. Both organizations claithatithe HCB did not speak for them, and that
their representatives on the HCB had not been deusan the press releaS8.The HCB was
just two years old at that time, and already insee to be troubled.
Conclusion

The HCB has thus failed to provide a solutionht® tegulatory deadlock in France. The
CS and the CEES continue to present conflictingniops on GMO approvals, leaving the
relevant Ministry to make the final decisions. TWmistries still need to evaluate the conflicting
opinions and then decide whether to approve thendtddl GMO dossier. This situation leaves

public officials vulnerable to claims of politicahanipulation of the outcome and to blame if

ZILHCB. “Le Haut Conseil des biotechnologies déplangerruption de I'expérimentation de 'lNRA sured porte-
greffes de vigne génétiguement modifiés a Colma€Cbmmunique de PresseAugust 23, 2010.
http://www.hautconseildesbiotechnologies.fr/IMG/{® HCB 230810 Colmar-2.pHccessed July 2012).

%12 Greenpeace France. 2010. “OGM: le HCB prend desitipos partisanes sans consulter ses membres:
Greenpeace protesteOGM. August 23.http://ogm.greenpeace.fr/ogm-le-hcb-prend-des-positpartisanes-sans-
consulter-ses-membres-greenpeace-prot@steessed July 2012); Christian Vélot. 2011. “\ignansgénique de
Colmar : quand les vilains faucheurs s’attaquenh@ recherche innocente.L&s Amis de la TerreOctober 13.
http://www.amisdelaterre.org/Vigne-transgeniquet#mar-quand.html (accessed July 2012); France Nature
Environnement. 2010. “Vignes OGM : 'argent du gtniable investi a perte dans une recherche inutNetre
actualité  August 27. http://www.fne.asso.fr/fr/vignes-ogm--largent-duatdbuable-investi-a-perte-dans-une-
recherche-inutile.html?cmp_id=33&news_id=17@&cessed July 2012); La Confédération PaysarB®ikl.2'La
Confédération paysanne regrette vivement la condtéiom de 60 Faucheurs Volontaires par le Tribunal d
Colmar.” Dossier OGM October 19. http://www.confederationpaysanne.fr/confederatiagganne-regrette-
vivement-cond_23.php&actualite_id=18@itcessed July 2012).

13 Greenpeace France. “OGM: le HCB prend des positfatisanes sans consulter ses membres.”; FraatceeN
Environnement. 2010. “Essai de vigne OGM: le Haom$&il des Biotechnologies sort de son roMdotre actualité
August 23. http://www.fne.asso.fr/fr/essai-de-vigne-ogm--lasiaonseil-des-biotechnologies-sort-de-son-
role.html?cmp_id=33&news_id=179dccessed July 2012).
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something goes wrong. Moreover, it undermines poilakers’ efforts to shift responsibility to
“independent” agencies. As long as the French ywlakers continue to hold onto their
decisionmaking power in risk management, they @ directly responsible for those decisions.

The path-dependent evolution of the regulatorynéevork in France has led to the
current deadlock. The first two developmental phasmphasized scientific expertise as the
foundation for risk assessment and risk manageniém.Ministry of Agriculture accepted the
decisions of the CGB without issue from 1986 to 7,9%aving molecular biologists
predominantly in charge of genetic engineering l&gn with no real external, independent
oversight of the field. The development of the tatary system took a turn in Phase lli,
however, when the public health and food safetydaks of the mid-1990s acted as triggering
events. Public trust in the ability of governmeatregulate risk effectively in these policy
domains plummeted. Additionally, the French pulliegan to doubt that scientists could
comprehensively assess the risks associated witlD$&ldecause the experts had failed to
anticipate the problems with BSE.

In response to the public outcry, Juppé’s decisiodisregard the CGB'’s opinion and to
ban the cultivation of Bt maize became a critiaahgture for the institutionalization of the
regulatory authorities of agricultural biotechnofogJuppé’s decision legitimized the
consideration of non-scientific opinions as parthef decisionmaking process. Consequently, the
ensuing reforms to the regulatory system incorgaorgiublic participation and non-scientific
expertise into the risk assessment process. Thdepation of these authorities in Phase IV
aimed to create more transparency and dialoguaenatitie risk assessment process. Instead, the

regulatory system became fragmented and deadlocked.
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In Phase V, internal and external pressures wweshat deadlock escalated. Decisions
by the WTO and by the ECJ motivated the French igowent to attempt a solution in the form
of theLoi OGM. The creation of the HCB as part of the law waginally expected to alleviate
some of the pressure, especially from the EU’satisref penalty payments. Yet, despite France
meeting the EU’s transposition requirements, thk aissessment process remained cumbersome
in Phase VI. Even when both committees of the H@Rlpced generally positive assessments of
a dossier, anti-GMO interest groups wrecked thedas rapprochement of the two camps with
the destruction of INRA'’s test fields.

A consequence of this developmental trajectorythet the French government has
institutionalized the need to evaluate GMOs on Iew@ls: 1) scientific expert assessment of the
impacts on the environment and public health, anddh-scientific expert assessment of the
social, economical, and ethical impacts. Becausetolution of the regulatory system in France
has been a path-dependent process, the Frenchhgoa@r can no longer move away from this
arrangement and back toward solely science-bassesswent. The inclusion of anti-GMO
interest group representatives in the HCB foret@dlistinued deadlock within France and at the
EU-level, where regulatory authorities employ aesce-based assessment only. The
representatives’ dissenting opinions on the INRAsier and the supportive responses from their
organizations for théaucheurs volontairesf the Alsatian vineyards reveals the significeoiée
that anti-GMO organizations play in the GMO debateFrance. Chapter 5 explores the

evolution of these groups and public opinion infle@more closely.
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Chapter 5. French Resistanceto GMOs

The faucheurs volontairesesponsible for the destruction of the Alsatianeyards in
2010 did not represent any one anti-GMO interesugror regiorl. The protesters were a
collection of individuals from across France, amelytcovered a wide range of ages and a variety
of professiong. The diversity of thdaucheurs volontairein Alsace anecdotally confirms how
widespread anti-GMO sentiment is in France. A 2@u@robarometer survey confirms it
statistically: the majority of French respondentsnidt believe that GM food is good for human
health, the environment, or the French econdmy.

When examined closely, however, French feelingsatds biotechnology are more
complicated than unmitigated anti-GMO sentimente Hrench tend to have a mainly negative
outlook on “green” biotechnology (GMOs in agricuttand food applications), while having a
more positive outlook on “white” and “red” bioteabingies (industrial and medical applications,
respectively). Moreover, their views have shiftedero time, with French attitudes about
biotechnology ranking as particularly pessimisticthe late 1990s when compared to other
years®

Anti-GMO interest groups have contributed to thd@renched opposition to GMOs
among the French public, in part because they baea able to maintain continued support for
their positions with frequent, highly visible aaim In addition, their respective messages are not

only appealing to the French public, but they aymgatible among the diverse interest groups

! Faucheurs volontairexan be loosely translated as “volunteer reape®e& Chapter 4 for a more detailed
discussion of their actions in Alsace.

%2 The age range of tHaucheurs volontairesvas from 22 to 76 years old, and many had caiieeeslucation or
agriculture or were retired. Annick Woehl. 2012.igWes OGM. 54 faucheurs volontaires jugés en apgablmar.”
L'Alsace June 20. http://www.lalsace.fr/actualite/2012/06/20/54-faaahs-volontaires-juges-en-appel-a-colmar
(accessed July 2012).

® TNS Opinion & Social. 2010. “BiotechnologySpecial Eurobarometer 341 / Wave 73Brussels, Belgium:
European Commission. 29, 30, and &@p://ec.europa.eu/public_opinion/archives/ebs/88%_en.pdf(accessed
July 2012).

* TNS Opinion & Social. “Biotechnology.” 13.
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themselves. In this way, environmental, consungitsi, and public health interest groups do not
compete for public support; rather, they collabenaith and reinforce each other’s actions.

Chapter 5 examines responses to Eurobarometegysuirom 1991 to 2010 on the topics
of biotechnology and risk. The survey data helpnilinate the intricacies of the general anti-
GMO position in France. The data show how the Hrezampare to the “average” European as
well. Although the French are more likely to haweafd of biotechnology and GM food when
compared to their neighbors, they exhibit a simigael of objective knowledge about genetics
and biology compared to other Europeans. In gen#ral French embrace technological and
scientific progress, but they remain fiercely aai food. Worries about food-related risks over
which they have no control rank high on the listtohcerns for the French, and biotechnology
applications in food production (GMOs, cloning, andno particles) figure among them.
Worries about a lack of personal control over fos#s also indicate a larger fear about the loss
of food sovereignty — the right of individuals tbhoose their own food. Despite the French
expressing high levels of worry about biotechnolagyg food-related risks, over the last decade
they have become less likely to take action — eifivevate or political — in reaction to their
concerns.

Yet, public concerns have played a central rolhéinstitutionalization of dissent within
the domestic agencies that assess GMOs. To exghlaihigh levels of French awareness and
apprehension about agricultural biotechnology, @drap also reviews several anti-GMO interest
groups [(association Consommation, Logement, Cadre de; \@emité de Recherche et
d’'Information Indépendantes sur le genie Génétigaieenpeace France, aladConfédération
Paysanng that have been at the forefront of French rest&a The chapter examines the

different conceptualizations these groups put fodw&MOs as an issue of safety and health,
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consumers’ rights, farmers’ rights, and globalizoayporate forces. By reviewing these groups
and their framing of the GMO issue, | explore thiéedent strands of anti-GMO sentiment in
French public opinion that have been revealed enEbrobarometer data and how GMOs have
become a proxy for globalization. In doing so, tmbmstrate how efforts to unlock the regulatory
approval process for GMOs in France must addrégsedb of the anti-GMO movement.

French Public Opinion of Biotechnology

In order to gain insight into European public apm the European Commission has been
performing surveys of member state populations esidi®73. The ultimate goal of the
Commission’s data collection is to assist in theparation of its texts, decisions, and evaluations
of its work® Thus, the Eurobarometer surveys and studies aldresinge of major topics
concerning European citizenship, including EU eydanent, health, culture, technology, the
environment, and the eufo.

The Commission began a series of Eurobarometgegsion biotechnology in 1991. In
total, there are six surveys, with data collected991, 1993, 1996, 1999, 2002, and 2005. The
Directorate General (DG) for Research also commmesi a special Eurobarometer in 2010,
separate from the series, to “gain a deeper insigbt Europeans’ views on biotechnology”
within the context of the Commission’s “Europe 2080ategy.” All of the surveys include
guestions that deal broadly with the concept ofdmbnology, as well as questions about specific

applications, such as GM food, cloning, and phaeuticals. They provide data for each

® European Commission. “Public OpinioiRtiblic Opinion Analysis Sector.
http://ec.europa.eu/public_opinion/index_en.ltocessed July 2012).

® European Commission. “Public Opinion.”

" TNS Opinion & Social. “Biotechnology.” 5, 3. In Mzh 2010, the Commission launched the Europe 2020
Strategy, which was “designed to help the Unioncéane out stronger from the [then] current econoamd
financial crisis and to prepare its economy for tiext decade’s challenges.” Biotechnology was ifledtas an
area where efforts should be made to stimulatecaoddinate development to help with economic groanik to
create more jobs.
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member state, as well as an aggregate of the atathe member states to paint a picture of the
“average” Europeaf.

In addition to the surveys on biotechnology, thedpean Food Safety Authority (EFSA)
requested two special Eurobarometers on food-relass in 2005 and 2010The Health and
Consumer Protection DG and EFSA commissioned tiggnat survey “to assess how people in
the EU perceive risk, focusing in particular on dosafety,” which was an area of “shared
interest” for the two bodie¥. For the 2010 survey, EFSA wanted to obtain datéhetp
determine how European consumers’ “views on fodakted risks have evolved” between 2005
and 2010 The surveys questioned Europeans about their piwns of and reaction to food-
related risks, including concerns about GM food.

The focus of my review of these nine Eurobaronseterto gauge European citizens’
awareness of and attitudes towards: biotechnologgdneral, GM food in particular, and
biotechnology governance. Additionally, this workaeines the opinions and attitudes of
French citizens on these topics. | compare the dalfacted from French participants to the
“average” European response and in some cases ttath from other individual member states,
in order to explore the complicated relationshiat ttihe French have with biotechnology, food-
related risks, and GM food. | also compare the datr time to illustrate how French public
opinion has shifted at critical junctures in thevelepment of the regulatory framework for

GMOs, and how lurking fears about globalizationiareerent to French concerns about GMOs.

8 The surveys also take into consideration the ssice enlargements of the EU. During the time pestudied,
the EU has grown from 12 member states in 1990 tm@mber states in 2010.

® TNS Opinion & Social. 2006. “Risk IssuesSpecial Eurobarometer 238 / Wave 64Brussels, Belgium:
European Commission; TNS Opinion & Social. 2010o0d8-related risks.'Special Eurobarometer 354 / Wave
73.5 Brussels, Belgium: European Commission.

9 TNS Opinion & Social. “Risk Issues.” 2.

1 TNS Opinion & Social. “Food-related risks.” 5.
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Awareness of biotechnology

The first of the Eurobarometer series on Europesarts biotechnology, undertaken on
behalf DG Research in 1991, focused on four poithg reputation and knowledge of
biotechnology/genetic engineering; attitudes anishiops of biotechnology/genetic engineering
applications; information sources that people osgain knowledge about new technologies; and
information sources that people trust with regardibtechnology/genetic engineeritfgThese
themes remained central to each survey in thesséfle surveys also contextualized European
opinions on and attitudes about biotechnology lmyuiting questions about other technological
advancements, like solar energy or informationnebétgies. Some adjustments have been made
over the course of the series to account for nehn@logies. For example, the original 1991
survey contained questions regarding “new mateaalksubstances” and “telecommunications.”
By 2005, those categories had been dropped, arstio® on “mobile phones,” “wind energy,”
“nuclear energy,” and “nanotechnology” had beeneadd

The introduction to the 1991 survey notes thatethgas “a great deal of confusion”
surrounding the definitions of “biotechnology” afigenetic engineering*® For some people,
“biotechnology” refers to “modern (post-1974) teifues of genetic engineering, i.e. methods of
recombining segments of DNA® For others, “biotechnology” has a “far wider scgpe
including all applications of the life sciencegfientation industries, and modern applicatibns.
Thus, the decision was made to use a “split balotialf of the questionnaires would use the

term “biotechnology” and the other half would uggerietic engineering” — to help determine if

12 INRA (Europe). 1991. “Opinions of Europeans on tBahnology in 1991."Eurobarometer 35.1Brussels,
Belgium: European Commission. 3.

13 INRA (Europe). “Opinions of Europeans on Bioteclogy in 1991.” 3-4.

1 INRA (Europe). “Opinions of Europeans on Bioteclogy in 1991.” 3.

5 INRA (Europe). “Opinions of Europeans on Bioteclogy in 1991.” 4.
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there were different perceptions attached to the<£® In general, the two terms seem to have
different connotations for Europeans; Europeanseappto respond more favorably to
“biotechnology.” On average over the six surveysou 5% more of respondents agree that
“biotechnology” will improve their way of life in @ years compared to respondents who were
asked if “genetic engineering” will improve theiawof life}’” While the difference between the
two terms has remained fairly constant over thersmuof the series, the total number of
respondents agreeing has fluctuated over time.

To gain more information about the public’s knosde of biotechnology and its
applications, interviewers asked respondents to ntigge topics that concerned
biotechnology/genetic engineering from a list ofesechoices for the 1991 survByin this way,
the survey provided a crude measure of Europeatgettive” knowledge of biotechnology and
genetic engineering. The French exhibited a levddnowledge comparable to the EU average
by correctly identifying approximately four out séven items? The authors of the survey report
also noted that a high level of objective knowled@eut biotechnology corresponded to higher
levels of optimism about biotechnology: “Among &% of people having replied correctly to

the seven items proposed, this degree of optimisaches 69%% They went on to state,

® INRA (Europe). “Opinions of Europeans on Biotecluyy in 1991.” 4. The subsequent surveys in the
biotechnology series maintained the split ballotrfat.

" The authors of the 2005 Eurobarometer reportbatii this trend to the term “bio” with its more jine
connotation of “healthy and natural things”, where@®ngineering” has a connotation of “manipulating
tampering.” George Gaskell et al. 2006. “Europeams Biotechnology in 2005: Patterns and TrenBmal Report
on Eurobarometer 64.8Brussels, Belgium: European Commission. 11.

13 INRA (Europe). “Opinions of Europeans on Bioteclogy in 1991.” 21-22. The question used was: “I édvérere
a list of some developments where new technologiesactually developed [sic]. In your opinion, whicf these
are linked to biotechnology and genetic engineednd which are not?” Approximately half of the resgdents
were asked the question with the term “biotechnglaged, and the other half heard “genetic enginger The list
of items for identification included such statenseas: “Research on early detection and treatmecaimter” (Iltem
1) and “Treating hereditary human diseases by miojfthe tissue involved” (Item 2). In fact, alvem items were
related to biotechnology.

9 INRA (Europe). “Opinions of Europeans on Bioteclugy in 1991.” 22, 24. Correct responses were nhrkih
a 1, and incorrect and “don’t know” responses weagked 0, providing a scale of 0-7.

20 INRA (Europe). “Opinions of Europeans on Bioteclogy in 1991.” 24.
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however, that when looking at the average leveblméctive knowledge of the two groups, the
score of the “pessimists” (4.42/7) was only verghgly lower than that of the “optimists”
(4.8/7)%

The subsequent Eurobarometers in the series cewtito measure Europeans’ objective
knowledge of biotechnology, though the format cleghgStarting in 1993, interviewers
presented a list of twelve items to participantsl @sked them to determine whether the
statements were true or faféeResearchers now wanted to extract two types oéctibp
knowledge of biotechnology/genetic engineering: ‘@lementary’ knowledge and a ‘thorough’
knowledge” so that they would be able “to analyseercarefully the ‘knowledge’ variablé®
Like the 1991 survey, the results of the 1993 sursteowed a positive correlation between a
higher level of objective knowledge and optimisno@tbbiotechnology, but the average level of
objective knowledge of “pessimists” (6.53/12) stitbs only slightly lower than that of the
“optimists” (6.73/12). In the 1993 report, the awth thus concluded that, because of the
similarity among the knowledge level of both theimgsts and pessimists, “one should not look
for automatic links between cause (knowledge) anffece (optimism) in these
knowledge/optimism relationships®”

The format of the “objective knowledge” sectiontleé questionnaire became a list of ten
items in 1996, and remained that way through tisé oé the serie§> By maintaining a more
consistent format, researchers were able to agkespublic’'s knowledge over time. They

concluded that a “small upward trend in the gesatems, contrasted with stability in the other

2L INRA (Europe). “Opinions of Europeans on Bioteclomy in 1991.” 24.

% Eric Marlier. 1993. “Biotechnology and Genetic Hrepring. What Europeans Think about It in 1993.”
Eurobarometer 39.1Appendix 2. Brussels, Belgium: European Commissib The prompt used was: “Here are
some statements. For each of them, please tell Ine¢her you think it is true or false. If you dokitow, say so,
and we will skip to the next statement.” A splitlbwas not used in reference to this specificajioa.

% Marlier. “Biotechnology and Genetic Engineeringh&Y Europeans Think about It in 1993.” 26.

24 Marlier. “Biotechnology and Genetic Engineeringh&Y Europeans Think about It in 1993.” 30.

% Eight of the items were kept constant from 1998065, while two items were changed in each survey.
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guestions, provides some evidence that Europearstliedge of genetics and biotechnology...
increased” between 1996 and 23030 2005, the majority of Europeans (over 60%) area
four of the ten questions correcfly.Only slightly more than half of all EU15 respontien
correctly identified two statements about GM fraiitd embryonic stem ceff& The majority of
Europeans misidentified the remaining four item&nEh respondents followed a similar pattern
to the EU in 2005; over 60% correctly identifiede thame four statemerftsin addition, the
majority of the French made mistakes on the sarme items that the majority of Europeans
misidentified. Slightly more than half of the Fréneespondents correctly identified the
statement about the consequences of eating GM likatmost Europeans, but slightly less than
half were able to correctly identify the statemainbut embryonic stem cells.

The authors of the study assert that seven ofaghatems on the list were included in
order to test “textbook” knowledge of biology anehgtics. These items included the statements:
“Human cells and human genes function differentbnf those in animals and plants,” and “It is
not possible to transfer animal genes into plafftsThe survey also included three statements
that were supposed to tap into “menacing images”:

— Ordinary tomatoes do not contain genes, while gest modified
tomatoes do;

— By eating a genetically modified fruit, a persog&nes could also become
modified;

% Gaskell et al. “Europeans and Biotechnology in®2088.

27 Gaskell et al. “Europeans and Biotechnology in 20G7. Europeans correctly identified statemertioua
pregnancy tests for Down’s Syndrome, cloning, yesstd in fermentation, and chimpanzee and humaesgas
true. See Appendix B for the complete statemetit lis

% The abbreviation EU15 refers to the fifteen memitates that comprised the EU after the 1995 esfaent.
Citizens from twelve member states (EU12) were rinksved for the 1991 and 1993 Eurobarometers on
biotechnology; citizens from fifteen member sta{@dJ15) were interviewed for the 1996, 1999, and 200
Eurobarometers. In 2004, the eastern enlargemenght the number of member states up to twenty{fEd25).
Citizens in the eastern enlargement member sta¢es imterviewed for the 2005 Eurobarometer, butettis no
previous national data with which to compare thegponses. The 2010 Eurobarometer interviewedensian
twenty-seven member states (EU27).

2 Gaskell et al. “Europeans and Biotechnology in20Codebook 8-9.

%0 Gaskell et al. “Europeans and Biotechnology in®2087.
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- Genetically modified animals are always bigger thetinary ones?

The inclusion of these three statements was tardete if there is an “inclination to assent to

the idea that food biotechnology is associated Viééwrs about adulteration, infection, and

monstrosities* Figure 5.1 illustrates the French response toethiemms and two of the

“textbook” items>®

80.0%

70.0%

60.0%

50.0%

40.0%

30.0%

20.0%

10.0%

0.0%

Figure 5.1. French Knowledge about Biology & Genetics
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For the “menacing image” of the potential conseges of eating GM fruit,

approximately 54% of French respondents correabniified that statement as false. This

response rate matched the European average. laashdl (42%) were able to correctly identify

the statement about the size of GM animals as.fa@lse French rate was slightly lower than the

EU15 average of 45%. Even fewer French citizensA4@@2 were able to correctly ascertain that

3L All of these statements are false. Gaskell éBalropeans and Biotechnology in 2005.” 55.

%2 Gaskell et al. “Europeans and Biotechnology in2065.
% Figure 5.1 was created from data in the 2010 Eanwheter Codebook, 8-9. The “incorrect” respondegmy

contains both incorrect and “don’t know” answers.
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the statement about ordinary tomatoes and GM tasateas false. Although a majority of
European participants also were incorrect on thi®, 40.9% did get it right, leaving the French
well below the average.

The French struggled with two of the “textbook’egtions as well. More than half
believed (incorrectly) that human cells and humameg function differently than those in
animals and plants. Yet, in contrast to the statdrabout tomatoes, the response rate for this
item was much better than the EU15 average: 66 RBumpeans were incorrect versus 56.5%
of the French. Still, the lower rate of incorreeisponses for the French compared to the
European average was more the exception than leAlmost seven in ten French respondents
(69%) incorrectly believed that it is not possilite transfer animal genes into plants, a rate
almost exactly the same as the EU15 average (69.4%)

The French exhibit knowledge of biology and gessettomparable to their neighbors —
approximating the EU15 response rate with no mbam ta 3% difference on eight of the ten
items. But the data also reveal that the Frenck égamore widespread, basic understanding of
genetics. Like other Europeans, the French areeptibte to the “menacing images” of
“monstrous” GM foods: almost 70% do not know than+GM tomatoes contain genetic
material; 58% think that GM animals are bigger than-GM ones; and 46% believe that eating
GM fruit will modify their own genes.

A lack of knowledge regarding biology and genetia®ctly influences perceptions of
biotechnology. As the 1991 survey notes, the cityioand enthusiasm of biotechnology
specialists are far from being shared by the régh® population, public authorities, or the
political world3* And, the present lack of knowledge of biotechngl@mnong the public —

leading to misunderstandings about GM plants amahas — is one of several factors that have

3 INRA (Europe). “Opinions of Europeans on Bioteclogy in 1991.” 2.
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an impact on attitudes towards biotechnoldfyhe EU15 average has shown small increases in
correct responses over time for the questions @mrad and genetics, but EU citizens have room
to gain a better understanding of the processes a@fe involved in biotechnology. French
citizens are no exception.
Attitudes towards biotechnology

In order to assess the changes in optimism ansimpissn over time, the authors of the
Eurobarometer surveys created an “index of optinfiéhThe index revealed some distinctive
trends in European opinions on different techn@sgiFor example, levels of optimism about
information technology and solar energy remaineghrand stable from 1991 to 2005, while
there were consistently more pessimists than ogtsmiegarding the topic of nuclear energy
during that time period’ In contrast to the stability of the index scores dther categories of
technologies, optimism about biotechnology has shawore significant shifts. European
optimism about biotechnology declined steadily frb891 to 1999, falling about 30 percentage
points during those yeats After 1999, the downward trend reversed, and H3526he level of
European optimism about biotechnology had climbecklup to 52%, almost to the same level it

was in 1997 Numbers from the 2010 report on biotechnology db show that this upward

% INRA (Europe). “Opinions of Europeans on Bioteclogy in 1991.” 2.

% The summary index was created by subtracting éneemtage of pessimists from the percentage ofnigiti, and
then dividing that value by the combined percentafyeptimists, pessimists, and respondents whedtttat the
technology will have no effect on their life. Thalex was thus based on the respondents who exgrassgpinion
about the technology. The exclusion of the “donfow” responses was because of wide variation adtoss
member states in that category. As a result of/éinmtion, the raw scores were misleading. The ntegmmbines the
responses to genetic engineering and biotechnolaayy the split ballot to determine the optimism émdfor
biotechnology. Gaskell et al. “Europeans and Bimtetogy in 2005.” 12.

37 Gaskell et al. “Europeans and Biotechnology in®2002.

% 1n 1991, the index level of optimism among all &ueans was around 55%; by 1999, it had droppedoind
22%. Gaskell et al. “Europeans and Biotechnolog3(@5.” 12.

39 Gaskell et al. “Europeans and Biotechnology in®2002.
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trend continued, however; when adjusted for themsam index, the level of optimism about
biotechnology among EU27 citizens had fallen torepimately 41%:°

Data collected from French respondents follow #epa similar to the “average”
European response. Figure 5.2 illustrates the irafesptimism about biotechnology for both
France and the EU over the period of 1991 to Z&10ke the European average, the optimism
index score for the French regarding biotechnolvgyg over 50% in 1991. From its high of 56%
in that year, the French optimism index score ftell25% by 1999. The French decline in
optimism was more staggered than the steady deatiheEuropean optimism about

biotechnology.

Figure 5.2. Index of Optimism about Biotechnology (1991-2010)
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0 Data from the 2010 Biotechnology Report was usedetermine the EU and French optimism index scfmes
that year. TNS Opinion & Social. “Biotechnology.” Bhe 2010 report lists the raw scores to the quefB1.3 (I
am going to read out a list of areas where newrtglcigies are currently developing. For each ofeéhds you think

it will have a positive, a negative or no effectaur way of life in the next 20 years? — Bioteclugyl and genetic
engineering) as: 53% positive effect, 20% negatifect, 7% no effect, and 20% don’t know. The sumniadex
score was determined using the authors’ formulapércentage of pessimists was subtracted frompdrentage of
optimists and the result divided by the combinedceetage of optimists, pessimists, and those whotlsa
technology will have no effect [((53-20)/(53+20+#)B3/80 = 41.2% 41%).

*! Index scores for the EU average for 1991 to 1989 lased on estimates from Figure 2 included in
Eurobarometer 64.312). Neither calculated index scores nor rawriguwere provided in the 1991, 1993, 1996,
and 1999 Eurobarometers. Index scores for 20025,280d 2010 were calculated from raw data fromrthei
respective Eurobarometers, using Gaskell et alrimdila (see footnote 19).
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While the European average consistently fell abb@it percentage points every few years
between 1991 and 1999, France experienced a plaetareen 1993 and 1996, and then a sharp
drop in optimism of 21 percentage points betweedtlfhd 1999.

The plateau in public optimism toward biotechnglapincided with Phase 1l (1992-
1996) of the development of the French regulatcagnework, which was a period of calm in the
GMO debate in France. The plunge coincided withicatli years for public health and food
safety in Europe and in France. In 1996 —ahaus horribilisof food safety — the first wave of
the mad cow crisis was cresting and the French aneds beginning to report on the potential
risks of GM food. By the end of 1999, whé&turobarometer 52.Jparticipants were being
interviewed*? over 3.3 million cattle had already been destrogeda response to mad cow
disease, and Europeans were watching televisiaorteepn the fatal cases of young Europeans
who had been infected with the human variant of disease. At that time in France, the
government was refusing to lift a ban on Britisletoeith the support of its newly formed food
safety authority (AFFSA), even though the EU hadaamced the beef was safe and had lifted
an EU-wide ban. The final trials of the HIV-taintbtbod scandal had come to a close as well,
with former Health Minister Edmond Hervé convicted manslaughter in March 1999.
Additionally, Europe had faced the dioxin contantima episodes just months before the survey.

While France is similar to the overall EU averameoptimism, an examination of the
individual member states reveals different domestizies. France’s decline in optimism was

steep between 1996 and 1999, but it was not theé sesere when compared to the other

“2 Interviews forEurobarometer 46..vere performed in October and November of 1996ANEurope). 1997.
“The Europeans and modern biotechnologitirobarometer 46.1Brussels, Belgium: European Commission.
Interviews forEurobarometer 52..vere performed in November and December of 198®A (Europe). 2000.
“The Europeans and Biotechnolog¥trobarometer 52.1Brussels, Belgium: European Commission.
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fourteen member states of the EU at that time. &bl shows the index of optimism for

biotechnology for the EU15 over the period of 1992010%

TABLE 5.1

Trends in the index of optimism for biotechnology in the EU15 (1991-2010)

Index Difference

1991 | 1993 | 1996 | 1999 | 2002 | 2005 | 2010 | from 1996
Score
to 1999

Spain 82 78 67 61 71 75 75 -6
Sweden - - 42 - 61 73 73 NA
Portugal 50 77 67 50 57 71 70 -17
Italy 65 65 54 21 43 65 65 -33
Denmark 26 28 17 -1 23 56 56 -18
Luxembourg 47 37 30 25 29 55 55 -5
Ireland 68 54 40 16 26 53 53 -24
UK 53 47 26 5 17 50 50 -21
Netherlands 38 20 29 39 39 47 47 +10
Belgium 53 42 44 29 40 46 46 -15
France 56 45 46 25 39 49 45 -21
Finland - - 24 13 31 36 36 -11
Germany 42 17 17 23 24 33 33 +6
Austria - - -11 2 25 22 23 +13
Greece 70 47 22 -33 12 19 19 -55

The final column of Table 5.1 shows the changéhedptimism for biotechnology score for the
individual member states between 1996 and 1999.ekample, Greek optimism declined the
most, plummeting 55 percentage points in three syeard resulting in a higher level of
pessimism than optimism about biotechnology. Itabatimism also dropped significantly in the
same time period, falling 33 percentage points.

In contrast to the overall European trend, thremmiver states experienced positive

changes in their index scores: the Netherlands)(-@érmany (+6), and Austria (+13). It should

3 A version of Table 5.1 appears Hurobarometer 64.3vithout the 2010 figures or the calculated differes
between 1996 and 1999 (Gaskell et al. “EuropeadsBaotechnology in 2005.” 13). Figures for 2010 &éween
calculated using Gaskell et al.’s formula and raatadrom the 2010 Eurobarometer Codebook. The cesrare
ordered from the most to the least optimistic il@O0OPositive values indicate that there are moteamigts than
pessimists in a given member state; negative vahgisate that there are more pessimists than eggnData for
the remaining twelve member states of the EU wetecallected until after the 2004 and 2007 enlargets, and
thus cannot be compared over time.
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be noted, however, that these states recorded fhower starting index scores than France in
1996. As a consequence, their upward turn in optimis tempered by the fact that their overall
levels remain lower than the EU average. The Ul abhibited a trend different from both the
European average and France. The British expedemace earlier drop in optimism when
compared to France, falling 21 percentage poini8o(4o0 26%) from 1993 to 1996. This was
followed by a drop of another 21 percentage pdia&6 to 5%) in 1999 to an all-time low for
the UK. France is not the only member state whaarsrthe European average, though; levels of
optimism in Belgium also closely follow the Frenphth. Figure 5.3 plots the trends of five
member states from 1991 to 2010 to illustrate tifierénces in national levels of optimism

about biotechnology.

Figure 5.3. Index of Optimism about Biotechnology in Five Member States (1991-2010)
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Belgium 53 42 44 29 40 46 46
France 56 45 46 25 39 49 45
Greece 70 47 22 -33 12 19 19
Netherlands 38 20 29 39 39 47 47
UK 53 47 26 5 17 50 50
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In general, the trends for the EU15 can be sptit two phases: pre- and post-1999.
From 1991 to 1999, the majority of EU member state®ved a decline in levels of optimism
about biotechnology, with the exception of the Mednds, Germany, and Austria. From 1999
to 2005, the EU15 member states, with the excepifoAustria, showed an upward trend in
optimism?° Several states even exhibited significant increa$enore than 20 percentage points
in their levels of optimism from 2002 to 2065Yet, it appears that the levels of optimism are
leveling off across the EU15 member states, witlelor no change in those states’ index scores
from 2005 to 2010’ Data collection after 2010 will be required to etetine whether this
plateau is a trend in levels of optimism.

An exception to the apparent trend of stabilitythe EU15 is France, which dropped 4
percentage points in its levels of optimism betw2@d5 and 2010. The drop coincided with the
end of Phase V (2003-2008) and with Phase VI (Z@B3) in the development of France’s
GMO regulatory framework. These phases were cheniaet! by new efforts to resolve the
regulatory deadlock on GMO approvals in Francehsag theLe Grenelle Environnmer{the
Environment Roundtable), the subsequent OGM (the Biotech Law), and the creation of the
Haut Conseil des Biotechnologi@dCB — High Council on Biotechnology$.During the same
time, however, France instituted a ban on the\atittn of GM maize (in violation of EU law)

and was penalized by the European Court of JudECa) for failure to transpose EU directives

* Gaskell et al. “Europeans and Biotechnology in®2003.

“5 Gaskell et al. “Europeans and Biotechnology in®2003-14.

“ Five member states recorded increases of ovee@ptage points in their index of optimism scotesy (+22),

Denmark (+23), Luxembourg (+26), Ireland (+27), #imel UK (+33).

*” When accounting for all 27 member states (EU2#® EU average indicates an overall decline bet208% and
2010 of 11 percentage points from 52% to 41% ($ger€ 5.1). This indicates that levels of optimignthe eastern
enlargement states have contributed to the dowtuitre EU average. When only the EU15 are consitidfrance
is the only member state that shows more than@ptage point of change.

8 See Chapter 4 for a detailed discussion of thegsaf development of the French GMO regulatoméaork.
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on GMOs? Thus, the drop in French optimism corresponds tpedod when the French
government struggled to implement a consistentpgosition on GMOs.

While two periods of decline in French levels gitimism about biotechnology (1996-
1999 and 2005-2010) coincide with higher levelsaiflict in the domestic debate over GMOs,
the period of decline in French optimism from 19911993 occurs during the end of Phase | and
the beginning of Phase II, which had little to ndbjic debate on GMOs. The drop in optimism
during this period can be attributed to an incraasawvareness of the issue. As the 1993 report
notes: “If we look at the overall results, the laigeneral drop [in the European Community
mean average] does not correspond so much to mel@clfavourable opinions as to an increase
in neutral and negative ones. This increase has l@en accompanied by a fall in [‘don’t
know"/“no answer” responsesj”As a consequence of increased awareness, mo@NCESHS
offered an opinion on their outlook for biotechrpyp and as the denominator of the summary
index (the sum of the optimistic, pessimistic, aeditral responses) increased, the weight of the
optimistic responses as part of the index scoreedsed. This was not a factor when comparing
1996 to 1999, as “don’t know” response rates wanday.

Unfortunately, although the Eurobarometer survessvide insight into the awareness
and attitudes of Europeans — and more specifidalgnch citizens — during key moments in
time, | cannot argue that there is direct causdigtween the food safety and public health crises
of the 1990s and the decline in optimism about dulohology from this dataset. The
Eurobarometer surveys did not inquire as to thears respondents believed that biotechnology
would or would not improve their quality of life.h€ surveys also did not include questions

particular to mad cow disease or other food safehcerns. Nonetheless, the Eurobarometers on

9 Data collection for the 2010 Eurobarometer regortbiotechnology was collected in January and Fafyru
months before the destruction of the INRA vineyiardlsace.
0 Marlier. “Biotechnology and Genetic Engineeringh&Y Europeans Think about It in 1993.” 12.
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biotechnology and risk did include questions ab@GM food, which allow us to examine the
awareness of and attitudes about GMOs within timeest of food safety.
Attitudes towards food-related risks

The Eurobarometers on risk in 2005 and 2010, casioned by EFSA, provide insight
into Europeans’ attitudes towards food and foodtesl risks. In general, a comparison of the
survey responses reveals that Europeans’ level®ol about food-related risks have increased
over time; yet the likelihood that Europeans walké action in response to their concerns has
diminished. Europeans are more likely to worry dhagks perceived to be out of their direct
control, such as chemical contamination or animigations occurring in the supply chain, when
compared to diet-related risks like high fat intaltel cholesterol levels. In the same way, they
are the least confident in their ability to avoidks associated with new technologies, like
nanotechnology and animal clonirfg.

When we examine individual member state resporibese patterns of behavior and of
concern hold true for France as well. In 2010, wimerviewers read a list of potential risks and
asked how likely these risks might occur in resgontsl personal lives, over half of the French
respondents believed that it was “likely” that thed they eat would damage their heaftrhe
French responses reveal an 8% increase in thd bélpotential food-related risk over time: in
2005, 48% found the risk of food damaging theirltmeto be likely versus 56% in 2010. And,

when prompted about particular problems or risksoaated with food, the overwhelming

*L TNS Opinion & Social. “Food-related risks.” 38-39.

2 TNS Opinion & Social. “Food-related risks.” 17. &Hikely” category includes “very likely” (14%) ah“fairly
likely” (42%) responses. The question used was: QWi read out a list of potential risks. For éaaf them please
tell me how likely you think they are to happenytou personally. OPTIONS: Being a victim of a crinfdie food
you eat damaging your health; Environmental palutdamaging your health; The economic crisis negbti
affecting your life; Being injured in a car accideBetting a serious illness. ANSWERS: Very likeRgirly likely;
Not very likely; Not at all likely; Do not know.
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majority of EU citizens worry about chemical resdy(like pesticides or antibiotics), pollutants
(like dioxin contamination), and animal clonirt.

Moreover, levels of worry are fairly high acrodkcategories. Of the seventeen issues
listed for the survey, more than half of the EUtizens expressed worry about thirteen (ranging
from 52% to 72%), with the remaining four issuesngaing levels of worry between 46 to 48%.
Similarly, over half of all French respondents egsed worry about thirteen issues, though with
slight variations on which issues were the mostrisome. French levels of worry, however,
were higher for many issues when compared to thedean average. See Table 5.2 for both the

EU-average and French levels of worry for the tipeen issued’

>3 TNS Opinion & Social. “Food-related risks.” 20-2llhe average shows that 70% or more of the EUizetis are
worried about pesticide, antibiotic, and hormoredidues in food; 65% or more are worried aboutupatits and
cloning animals for food products. These threedssaiso ranked the highest for “very worried” resges: 31% of
Europeans stated that they were very worried apesticide residues; 30% were very worried aboubimic and
hormone residues; and 30% were very worried aboaed animals for food products.

** Data for Table 5.2 is from: TNS Opinion & Soci4food-related risks.” 21, 19/78. The “percentagerieal”

values include “very worried” and “fairly worried®esponses. The issues are listed in descending ofdevel of
worry.
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TABLE 5.2

Top Thirteen Food-Related Problems & Risks: EU and France (2010)

Issue

EU average
Percentage Worried

France
Percentage Worried

Issue

Pesticide residues in

Pesticide residues in

fruit, vegetables, or 2% 80% fruit, vegetables, or
cereals cereals
Residues like Pollutants like
ibioti 0 0
) antibiotics or 70% 80% mercury or dioxins
ormones in meat
Pollutants like Residues like
0 0 ibioti
mercury or dioxins 69% 77% antibiotics or
hormones in meat
Quality & freshness 0 0 Cloning animals for
of food 68% 72% food products
GMOs found in food 0 0 Quality & freshness of
or drinks 66% 70% food
Additives like colors, Additives like colors,
preservatives, or 66% 66% preservatives, or
flavorings flavorings
Cloning animals for 0 0 Food poisoning from
food products 65% 65% bacteria
Welfare of farmed 0 0 Welfare of farmed
animals 64% 65% animals
Food poisoning from 0 0 GMOs found in food
bacteria 62% 64% or drinks
Substances
New viruses found in contained in plastics
- 60% 64% or other materials
animals T
coming into contact
with food
Getting a diet-related 0 0 Getting a diet-related
disease 59% 62% disease
Substances
contained in plastics .
: Not having a healthy
0 0
or other materials 59% 54% and balanced diet
coming into contact
with food
Not having a healthy 520 529 Nano particles

and balanced diet

found in food

Like the average European, French respondentsessgul considerable worry about
food-related risks over which they feel they hatttel control, such as chemical contamination
of their food and the risks of new technologiese Top issues also reflect concerns about the

consequences of the ever-increasing industriatimadf the food supply. For example, the use of
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pesticides in agricultural production and the ukadulitives and preservatives to improve taste,
appearance, and shelf-life are causes for conceomg many consumers.

In the 2010 survey, the French expressed moreecorabout new technologies than the
European average. Overall, 63% of French partitgoatated they were worried about the risks
of new technologies (animal cloning, GMOs, and nagawticles) used in food production,
compared to the European average of 39%hen separated out by issue, the French exhibited
more worry than the European average on the sgbggcinimal cloning (72% to 65%) and the
presence of nano particles in food (52% to 47%)he French response rate was slightly lower
than the European average regarding GMOs in foaddaimks (64% to 66%), though it still
demonstrates that almost two out of three Frentlzeas are worried about GM food. In
addition, the levels of serious concern are higlomgnFrench respondents: 36% said they were
“very worried” about cloning animals for food prads, 23% were “very worried” about GMOs
found in food and drinks, and 17% were “very waltiabout nano particles found in fodd.

Despite the increasingly high levels of worry thagre recorded in 2010, the likelihood
that Europeans will take action in response tortb@ncerns has decreased since 2005. Most EU
citizens take no action when hearing something ebasafe or particularly unhealthy food.
When asked in 2010 how they reacted to the lastnmdtion that they had “heard, saw, or read
about a type of food being unsafe,” 50% of Eurogeaok no action (up from 42% in 2005),

while 46% made some adjustment to their eatingtsigiown from 53% in 2005f. French

> TNS Opinion & Social. “Food-related risks.” 5.

5 TNS Opinion & Social. “Food-related risks.” 36/78.

*" See the highlighted figures in Table 5.2.

* TNS Opinion & Social. “Food-related risks.” 32/78)/78, 35/78.

9 TNS Opinion & Social. “Food-related risks.” 57,/78.

%9 “No action” includes the responses: “You ignorgand did not change your eating habits” and “4otiworried
about the problem but finally you did nothing abdut “Action” includes the responses: “You haverp@anently
changed your eating habits” and “You avoided thedfmentioned in the story only for a while.” TNSi@ipn &
Social. “Biotechnology. 58.
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responses showed similar trends; in 2010, 47% madadjustment to their eating habits (up
from 39% in 2005) and 48% made some adjustmentridomm 57% in 2005).

The data supports a trend in European “modes ghgement with biotechnology”
highlighted in the 2005 Eurobarometer on biotecbgglreport® French citizens fall into the
category of “European Spectator” — someone who ‘maad about biotechnology in the
newspapers, heard about it on TV or radio, and migive talked about it before,” but is
“generally neither too actively involved nor veryndwledgeable concerning biology and
genetics.®? Although three out of four French citizens mighad articles or watch TV programs
about biotechnology, only around one in ten wouddirdtely sign a petition about biotechnology
or participate in public discussions or hearingsualiotechnology. Even fewer — one in twenty
— would definitely join a demonstration about basteology®®

The survey data from the 2005 and 2010 Eurobaensi@n risk thus demonstrate that
the French have high levels of worry concerningifoelated risks, especially for risks that result
from industrialized production processes and neghrielogies. But the Eurobarometers on
biotechnology reveal that the French take littiecacas a result of their worries. Levels of worry
across most issues increased between 2005 anda2®ih the EU- and member state-levels.
Within France, the increase in worry about foodted risks and problems coincides with a
decrease in the level of optimism about biotechgyldhe drop in optimism also coincides with
high levels of concern about other emerging biatetdgy applications for food production, like
animal cloning and nanotechnology processes, iitiaddo GM foods. In the 2010 survey on

biotechnology, the overwhelming majority of Frengkspondents expressed the same

61 Gaskell et al. “Europeans and Biotechnology in22063.

62 Gaskell et al. “Europeans and Biotechnology in22063, 64.

% The 77.1% response rate for the statement, “Reiclea or watch TV programmes on the advantages an
disadvantages of biotechnology,” include “Definjtatould” responses (32.9%) and “Probably would passes
(44.2%). TNS Opinion & Social. “Food-related risk37/78.
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conclusions about animal cloning and nanotechnolgyhey consistently have for GM food.
They labeled animal cloning as unnatural, unsahg, @ot good for them, their families, or
France’s econom$’ They also found that nanotechnology was riskyammral, and unsaf®.
Awareness of and attitudes towards genetically fremtifood

Like the biotechnology applications of cloning anano particles in food production,
Europeans believe that GM food does not provide lagryefits and that it is unnatural and

harmful ®®

And, they have arrived at their opinion with a gext awareness of the subject; the
overwhelming majority of Europeans (84%) have heafrd3M food®’ The French exhibit a
similar level of awareness; 86% have heard of GMdfdefore participating in the 2010
biotechnology surve§f Unlike the seemingly positive relationship betweemwledge of
biotechnology and levels of optimism noted in 1991d 1993, however, a higher level of
awareness about GM food is linked to negative ifigsliabout it at the EU-level. The respondents
who had previously heard of GM food were more lkiel think that GM food was bad for their
national economy, bad for their health and thetheafl their families, and that it should not be
encouraged® Figure 5.4 illustrates French attitudes towards 8dtl in 20107

Overall, the French express very negative attguatsout GM food, and their negativity
stretches across personal, societal, environmeatal, economic domains. Over half of all

French respondents (55%) agreed with the staterfféM, food is not good for you and your

family.” Three out of four French citizens belietteat GM food is “fundamentally unnatural.”

% TNS Opinion & Social. “Biotechnology.” 66, 63, 689.

5 TNS Opinion & Social. “Biotechnology.” 34, 45, 4463-49.

 TNS Opinion & Social. “Biotechnology.” 7.

7 Among all European respondents, 84% of respondertsheard of GM food; 75% had heard of animalioign
and 51% had heard of nanotechnology. Among all¢ghr@aspondents, 86% had heard of GM food; 77% leaddh
of animal cloning; and 44% had heard of nanoteamol TNS Opinion & Social. “Biotechnology.” 14, 534.

% TNS Opinion & Social. “Biotechnology.” 14.

%9 TNS Opinion & Social. “Biotechnology.” 20, 21, 232.

O Figure 5.4 was created using survey data from: T®iion & Social. “Biotechnology.” 18-31.
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When looking at all EU member states, one findd tha majority of respondents in each

country also believe that GM food is unnatural.

Figure 5.4. French attitudes
towards GM foods (2010)

GM food not good for you

GM food is unnatural

GM food is safe for future
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environment
GM food is safe for your
health
GM food is good for French
economy
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| Don't know
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Additionally, most French participants disagreehwabsitive statements about GM food.
They do not believe that GM food is safe for tHealth and their family’s health; nor is it safe
for future generations. Over half of French citkealso think that GM food harms the
environment (65%) and that it is not good for therieh economy (57%). French negative
attitudes toward GM food have increased over tigmilarly, | find that there has been a steady
decline in support for GM food across Europe amihregdecided public, based on data from the
Eurobarometer surveys on biotechnology from 199€@65’* French support of GM food
exhibits a significant drop of 25 points, from B#léx points in 1996 to 29 index points in 2005.

Other member states of the EU15 also display deslim that time period, leading to the

" Gaskell et al. “Europeans and Biotechnology in®0@0-21. Gaskell et al. note that their summargeix of
support for GM food is based on positive and negatesponses (or those participants who stategiioa), and
does not include “don’t know” responses of undedigiervey participants.
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conclusion that, “In 2005, fewer people [were] @egul to discount the perceived risks of GM
food against prospective benefits.”

My examination of the Eurobarometer data demotestiréhat French citizens do not
believe that the benefits of GM food outweigh itks. Indications from 1991 that higher levels
of knowledge about biotechnology positively cortelavith optimism for biotechnology were
dismissed by the second survey of the series. dsesein knowledge of biology and genetics
over the course of the survey series have notipelsitchanged the general European or French
outlooks on GM food. Instead, negativity towards @dd has intensified over the same time
period. Moreover, when placing GM food within theodder context of biotechnology and a
range of other technologies, “There is no evideheat opposition to GM food is a manifestation
of a wider disenchantment with science and techyyln general.”® Thus, the lesson that can
be learned from the data is that “unless new cmp$ products are seen to have consumer
benefits, the [European] public will continue todmeptical” about agricultural biotechnolo@y.
Attitudes towards biotechnology governance

Widespread disenchantment towards GM food is dube fact that the issue is not just
about food safety, although worries about foodteelarisks do matter. GM food also raises
concerns about the environmental and long-termiputdalth consequences of producing and
consuming it, as well as about the impacts of tidustrialization and globalization of food
production. Furthermore, European citizens arecedtin that public authorities have their best
interests in mind when it comes to GM food regolasl. European reactions to the statement,

“Public authorities in the EU view the health ofnsomers as being more important than the

2 Gaskell et al. “Europeans and Biotechnology in®20a1.
3 Gaskell et al. “Europeans and Biotechnology in®208.
" Gaskell et al. “Europeans and Biotechnology in®208.
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profits of producers,” are divided: 46% agree a@étdisagreé> When examined individually,
the French are even less convinced that publicogitigs prioritize public health over producers’
profits: the majority of French citizens (51%) djsee with the statement, while 38% agfe.

The French wariness of public authorities’ motiwas$ regarding GM food is evident for
both EU and national institutions. When comparedrast in other actors, such as consumer
groups, medical doctors, and university scientistwer French citizens believe that the EU and
the French government are “doing a good job foretp¢ In 2010, over 80% of French citizens
believed that university scientists, consumer omgions, and medical doctors were doing a
good job for society, whereas only 56% of Frenctizens believed the same about their
government.” More French participants (64%) trusted the EU tiheir national governmeni.

Although the majority of the French express costfice in the EU and in the national
government to regulate biotechnology as of 201Gttievels have not always been so high. The
national government ranked lowest on the list of &etors in 2005, with only 39.5% of French
respondents indicating that it was doing a good flgbsociety. Nearly as many respondents
(33.1%) thought the French government was not daimgod job’ In 2005, there was also a
very high level of uncertainty; 27.4% recorded theisponse as “don’t know.” But by 2010,
uncertainty about the role of the government irtdgbnology had decreased to 17% of French

respondents. More citizens were expressing an apirdabout the government’s role in

> TNS Opinion & Social. “Food-related risks.” 65. & hemaining 12% responded “don’t know.”

" TNS Opinion & Social. “Food-related risks.” 55/7fhe remaining 11% responded “don’t know.”

" TNS Opinion & Social. “Biotechnology.” 155-165. fieipants were asked: For each of the followingple and
groups, do you think they are doing a good jobsfatiety or not doing a good job for society? Amahng list of
people and groups included were: “Medical doctasping an eye on the health implications of biotetbgy”;
“University scientists doing research in bioteclogyl’; and “Consumer organizations checking products
biotechnology.” Gaskell et al. “Europeans and Bibteology in 2005.” 46.

8 TNS Opinion & Social. “Biotechnology.” 155-165. @mational and EU authorities were described asir “O
government in making regulations on biotechnologgtl “The European Union making laws on biotechnylfog
all European Union countries.” Gaskell et al. “Eugans and Biotechnology in 2005.” 46.

¥ Gaskell et al. “Europeans and Biotechnology in®20@6.
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biotechnology regulation than in previous survessd those opinions were overwhelmingly
positive. The increases in French trust in publitharities coincide with efforts in Phase VI to
resolve the regulatory deadlock in the GMO apprgvatess.

Moreover, French levels of trust in each key abtit increased, and significantly so, for
almost all actor&’ Increases across the board meant that in 201@nafity of French citizens
indicated some level of trust for each actor, raggirom 52% for the media to 86% for
university scientists. The highest levels of coefide were for university scientists (86%),
consumer organizations (84%), medical experts (82#) environmental groups (70%)The
French also expressed high levels of confidenadensame group of actors plus their “family
and friends” when asked about sources of informatio food-related risk&. Based on this data,
it is possible to conclude that French citizens rm@e likely to turn to individuals in their
personal lives (their doctors, family members, dnidnds) and to NGOs (consumer and
environmental groups) for information and guidarme GMOs before they would rely on
information from and the actions of EU and naticenathorities.

Anti-GM Interest Groupsin France

Anti-GM consumer and environmental groups have wdr&t both the EU-level and the

member state-level to influence biotechnology ragiohs and standards. In general, these

groups seem to have had more success influencigulgral biotechnology policymaking and

8 0On average, belief that key actors were doingaagob for society increased by approximately 1%¥oss eight
of the nine items. The smallest jump of 11% wascfmmsumer organizations; the largest jump of 20vird$ for the
EU.

8. TNS Opinion & Social. “Biotechnology.” 155-165. &lenvironmental groups were described in the suasey
“Environmental groups who campaign about biotecbgpl’

8 TNS Opinion & Social. “Food-related risks.” 46. i@sponse to question QF5 — “Suppose a seriousriskavere
found in a food you eat regularly, such as fishickdén or salad. How much confidence would you hawvéhe
following sources to give you accurate informateout risk?” — French participants’ total “very ident” and
“fairly confident” responses were the highest fgour physician/doctor and other health professEné®2%),
“consumer organizations” (85%), “family and friefid§8%), “scientists” (76%), and “environmental pgotion
groups” (75%).
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standard-setting at the national level. For examipietech industry officials point to “hostile”
campaigns by anti-GMO non-governmental organizatitke Greenpeace, and the media, such
as the UK Daily Mail's campaign against “Frankerdgoas the catalyst for the refusal of
national retail chains in Europe to place GM prddun their shelve$.

As detailed in Chapter 4, however, member stat@gouents are not unitary, anti-GMO
actors. For example, President Nicolas Sarkozyemish get the French Parliament to transpose
the required EU directivé$,at the same time that he instituted a ban on apfsdor and the
cultivation of Bt maize in Frand&.In part, though, | find that French resistanceoisted in the
reluctance on the part of public officials to supgpbe approval of GMOs. Elected officials are
concerned about their future electoral prospectk @otential blame if they pursue politically
unpopular policy decisions. The Eurobarometer pelfiect public disapproval by showing that
the overwhelming majority of French respondentsopeosed to the use of GM&sIin addition,
the French are overwhelmingly aware of GMOs asl@y®ssue, with only 2% claiming to have
never heard of GMOs. In order to understand whyremess of this issue is so high among the
French, I look to the role of anti-GM interest gpsu

At a domestic level, th€omité de Recherche et d’'Information Indépendasteasie
genie GénétiquéCRIIGEN), L’associationConsommation, Logement et Cadre de (@eCV),

Greenpeace France, abhd Confédération paysanreve supported the non-implementation of

8 European Commission Directorate General for Hemiith Consumers. Evaluation of the EU legislative
framework in the field of GM food and feed. July, 2210.
http://ec.europa.eu/food/food/biotechnology/evatrdtiocs/evaluation_gm_report_en.gd€cessed April 2012).
8 N.A., “OGM : Nicolas Sarkozy fustige [lattitude slesocialistes,” Le Figaro (May 20, 2008),
http://www.lefigaro.fr/politique/2008/05/20/0100D@80520ARTFIG00430-0ogm-nicolas-sarkozy-fustigetitade-
des-socialistes.phfaccessed August 2011).

8 «Another Inconvenient Truth,” Editorial, Nature @echnology vol. 25, no. 12 (December 2007), p.133te
author of this editorial asserts that Sarkozy'sclmmation was an attempt to play politics in théiaral sphere in
an effort to curry favor with the green lobbies.

8 Special Eurobarometer, “Attitudes of Europeanzeitis towards the environment,” 295/EB68.2/2007 200
http://ec.europa.eu/public_opinion/archives/ebs/8B5_en.pdfaccessed January 2011).
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EU policies in France by effectively drawing atientto their anti-GM caus¥. They have done
so by using a range of activities, from demonsiratiand the “volunteered” harvesting of GM
crops to independent research and lobbying. Theement has also expanded the discourse
framing GMOs from one of human health and food tyate include concerns about the
economic and social repercussions of industrialiaad globalized food production and the
effects that these trends have on food sovereignty.

Anti-GM interest groups have successfully ralliagblic support on three levels: as a
consumer rights issue, as an environmental riglmgement, and as an anti-globalization effort.
While many groups in France have spoken out agdinestcultivation of GM crops and the
introduction of GMOs into the food supply, for tiatuidy | briefly review the positions of three
leading groups: CLCV, CRIIGENand Greenpeace France. | then look more closelheat
Confédération Paysanna farmers’ union. As noted above, the French layeessed both high
levels of trust in the information these types afups share and of confidence that consumer
groups, scientists, and environmental groups anmegda good job for society. This means that
French citizens rely on information provided bys@eroups to help form their opinions about
biotechnology and food-related risks. The surveta déustrate how French fears echo the anti-
GM statements of these groups, and how their casclave been institutionalized in the
regulatory framework. By reviewing the varying [dains, | demonstrate how the issue of

GMOs has been framed within the French debate.

8 In English, CRIIGEN is the Committee for Reseamid Independent Information on Genetic Engineering.
Loosely translated, the CLCV is the Consumers, Hmysand Working Conditions Association, and the
Conféderation Paysannes the Peasant Confederation, though scholars jamchalists usually refer to both
organizations by their French titles.
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L’'association Consommation, Logement, Cadre dg®igCV)

The CLCV is the most prominent consumers’ righttsug@ in France. Its members engage
with authorities at local, departmental, regiomaid national levels within France with over 400
domestic chapters. It also engages with institgtianthe EU-level, in particular as a member of
the European Consumers’ UnidBufeau Européens des Unions de ConsommatelBEUC),
which acts as an umbrella organization in Bruseel§ehalf of the national consumer grofps.
Internationally, the CLCV joins forces with Consuménternational, a global consumer rights
organization. The CLCV’s main efforts center on eating the public and mobilizing them to
contact the relevant authorities about an issuadthtion, the association works with consumers
in a legal capacity, promising to provide its mensbeith information on their legal rights and
access to legal specialisfs.

In the case of GMOs, the CLCV’s primary mobilizatieffort is to call on consumers to
contact both their national and European parliaargntepresentatives. The association also
publicly takes positions on policy decisions, sashpushing the Frenconseil d’Etatfor more
transparency in GMO field te€fsand demanding that the European Commission restealts
approvals for several GMJ$ While the CLCV recognizes that the majority of ek citizens

do not wish to ingest GMOs, the organization alstes that biotechnology may have some

8 BEUC, “Welcome to BEUC, the European Consumersgabisation,” BEUC: Home (August 2011),
http://www.beuc.org/Content/Default.aiccessed August 2011).

8 CLCV, “Nous vous défendons,” CLCV : National (,dhttp://www.clcv.org/Nous-vous-defendons.835.0.html
(accessed August 2011).

% cLcvV, “Rayonnements électromagnétiques, OGM, Nectmiologies: Danger ou progrés?” CLCV : Thémes /
Environnement / Energie / Nos positions / PositigNevember 24, 2009http://www.clcv.org/Rayonnements-
%C3%A9lectromagn%C3%A9tiques,-ogm,-nanotechnolegiasger-ou-progr%C3%A8s--[-24.11.2009-
].6851.0.html(accessed August 2011).

*LCcLCV, “Appel pour une réévaluation des OGM,” CLCThémes / Alimentation - Santé / Santé / Nos jusst/
Communiqués de presse (July 5, 20bdp://www.clcv.org/Appel-pour-une-reevaluation-¢fg93.0.html(accessed
August 2011).
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important uses (such as in conjunction with pesis)®* To this end, the CLCV has promoted
several platforms: more stringent labeling requeata that allow consumers to avoid GM
products; more studies on the environmental impaicGMOSs, to be performed by independent
research groups and not industry; guarantees ¢égiron for non-GM crop producers in cases
of cross-contamination; and expanded evaluationshefenvironmental, human health, and
socio-economic impacts of GMG3.

The CLCV attempts to advance its platforms throitghrepresentative on th@omité
économique, éthique et soci@EES) of the HCB. Charles Pernin, head of thel fowlustry
division of the CLCV, is one of the members of tGEES. He was selected at the HCB'’s
inception to represent consumer associations dopéne risk assessment process and, like all
committee members, he has a five-year mantfdbewring his tenure, Pernin has publicly called
for a reevaluation of GMO approvals at the EU-levedlling into question the scientific
assessments performed by EFSAde also expressed his dissent on the first dossieer
review by the CEES: a request to review GM maizéMlmpnsanto (MON810) for which EFSA
was considering reauthorization. Pernin was ontheffourteen members of the committee to
vote “no” to the question of whether the benefitsd®N810 outweighed its disadvantages.

In his dissenting opinion included in the appenafixhe CEES recommendation, Pernin
stated that he was against the approval of MON8tG&dveral reasons. For one, he questioned
the robustness of the scientific assessment oGiM©’s risks. Second, he found the potential

use of the GMO to be very narrow; MON810 would ohby useful if precise conditions were

92 CLCV, “OGM: Préserver la liberté de choix des ammsateurs et des producteurs,” CLCV : Pensons nous...
(n.d.), http://www.clcv.org/OGM-Preserver-la-liberte-de.5/0.html(accessed August 2011).

9% CLCV, “OGM: Préserver la liberté de choix des ammsnateurs et des producteurs.”

% For a more detailed discussion of the CEES andH®B, please see Chapter 4.

% CLCV. “Appel pour une réévaluation des OGM.”
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met, yet those conditions (serious, recurring itfisns of the corn borer) were rare in Fraffce.
Finally, Pernin believed that the coexistence ragoihs that were in place at the time would not
be sufficient to prevent the contamination of no-@rops?’ Pernin’s dissent in this dossier
exemplifies his contributions to the CEES’ recomnaions. He represents the platforms that
the CLCV promotes within France and at the EU-lewebre stringent labeling requirements,
protections for conventional crops, and calls farerobust scientific studies of possible effects.
Comité de Recherche et d'Information Indépendasuese genie GénétiqUERIIGEN)

CRIIGEN is “an independent non-profit organizatminscientific counter-expertise” that
was created in June 1999 “to study GMOs, pesticates impacts of [genetic] pollutants on
health and environment, and to develop non-poliugiternatives® Like the CLCV, it also
offers legal advice, as well as its scientific exige. Unlike the CLCV, CRIIGEN focuses solely
on genetic engineering issues. One of its mainatibgs is to achieve “transparency on blood
analyses (crude data) of mammals having eaten GMQegulatory tests¥® To that end,
CRIIGEN requests that the results of research onnoercial genetic engineering and on the
cultivation of GMOs that might have an impact o thnvironment and/or health be made
public!® Furthermore, the organization pursues its ownamese— not only on the impact of

GMOs on the environment, agriculture, food, mediciand public health, but also on methods

% The corn borer is an agricultural pest that irfegain crops, especially maize varieties. Comitgnémique,
éthique et social du HCB. “Recommandation relaéit@ demande de renouvellment des autorisatiogsltee,
importations et transformation du mais MON810.” Brmber 22, 2009.
http://www.hautconseildesbiotechnologies.fr/IMG/0#1222 Mais MON810_Recommandation CEES_HCB.pdf
(accessed July 2012). 48.

9 CEES. “Recommandation relative & la demande deuraiiment des autorisations de culture, importatiet
transformation du mais MON810.” 49. Coexistenceaul&ipns are standards that are set to allow ferctiitivation
of both conventional (hon-GM) and GM crops with@anbss-contamination. This is to ensure that conerat
crops do not contain GM content above a certaingrgage of total content.

% HH, “Presentation of CRIIGEN,” CRIIGEN - Committéer Research and Independent Information on Geneti
Engineering (April 17, 2010),
http://www.criigen.org/SiteEn/index.php?option=carantent&task=blogcategory&id=52&Itemid=1F8ccessed
August 2011).

9 HH, “Presentation of CRIIGEN.”

19 HH, “Presentation of CRIIGEN.”
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for preventing “the spread of genetic pollutidfi””To achieve these objectives, CRIIGEN
publicizes its research and policy positions, ab agetakes legal action from time to time.

CRIIGEN does not have a representative on eithéheoHCB’s committees. However,
one of the founders of CRIIGEN, Gilles-Eric Sérglimas the anti-GMO expert who was added
to the Commission du Génie Biomoléculaif€GB) during reforms to the French regulatory
framework in Phase IV. Although other CGB membeaad mixed feelings about Séralini’s role
on the committee, which was characterized as at@onhanti-GMO position based on “other’,
non-scientific reasons,” he was purposefully inelddo present a conflicting opinion in an
attempt to “open” the approval process to otheniopis'? Séralini is also a molecular biologist
like the majority of experts on the HCB’s sciemifcommittee (CS), but he argues for
“independent” expertise to be included in the askessment process.

To that end, when the government dissolved the @& began to assemble the HCB,
CRIIGEN — under Séralini’s direction — sought tonahthe HCB'’s founding decree. CRIIGEN
claims that the HCB'’s scientific experts are natytindependent of industry interests, and that
“conflict of interest” statements submitted by HE@Bperts do not amount to transparency and
independenc&” They point to several public health and food safssues, such as the HIV-

tainted blood scandal, the mad cow crisis, andltheevaluation of GMOs,” as contributing to

101 HH, “Articles of Association of CRIIGEN, as modifi on 7 July 2008,"Articles of Association of CRE®
(April 17, 2010), http://www.criigen.org/SiteEn/index.php?option=carontent&task=view&id=13&Itemid=103
(accessed August 2011).

192 Claire Marris, Stéphanie Ronda, Christophe Borinanil Pierre-Bénoit Joly. 2004. “Precautionary &tige for
GM Crops. National Report — France: Battling witkpErtise.” [series] Quality of Life and ManagemefitLiving
Resources. Key Action 111-13: socio-economic sgidié life sciences, Project n° QLRT-2001-00034.i%ar
France: CNRS. p.7http://technology.open.ac.uk/cts/national/france#&@i®nal%20report%20PEG.pdaccessed
June 2012).” 47-48. See Chapter 4 for a more @etaliscussion on reforms to the French regulatamyéwork on
GMOs.

193 CRIIGEN. 2011. “Les scandales sanitaires remettentause l'indépendance de I'expertise.” Novenitder
CRIGEN - Committee for Research and Independentforimation on Genetic Engineering.
http://www.criigen.org/SiteFr//index.php?option=cotontent&task=view&id=370&Itemid=32(accessed August
2012).
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the need for more “independent” research and eispéff To promote its platforms, CRIIGEN
frequently provides its own counter-assessmentsadistry-provided data, and it performs its
own research on GMOs for which the HCB and EFSAelaesented favorable opinions.
Greenpeace France

Like the CLCV and CRIIGEN, Greenpeace France sityilelaims that GMOs present
risks to the environment and to human and animaltimelt also emphasizes the impacts of
GMO cultivation on the economic and social equilibr.®® The organization has been actively
involved in the anti-GMO movement since 1996, whiea first GM crop was approved for
cultivation in Europe. However, Greenpeace Fraaked a stronger stance against GMOs than
the CLCV, opposing any cultivation of GM crops ipem air-°® The organization’s platforms
include: supporting sustainable agriculture thatsdaot include GMOs; pursuing independent
studies on the effects of GMOs on the environmadtlfauman health; promoting conditions that
allow consumers and producers to choose non-GMérnaltives; and requiring stringent
labeling for products containing GMAY.

Greenpeace also asserts that it is not againsvatinve research or progress; rather its
members respect science that enriches everyoneeapelcts the environment, which, from their
perspective, the biotechnology industry does not®d@hus, Greenpeace France shares with
CRIIGEN the position that biotechnology companies @ot transparent about their production

processes or with their research results. To di#entzon to its cause, Greenpeace France has

published its own studies on the environmental la@alth impacts of GMOs and mobilized its

194 CRIIGEN. “Les scandales sanitaires remettent ese#indépendance de I'expertise.”

195 Greenpeace France, “OGM: organismes génétiquemeités,” S'informer : les OGM (n.d.),
http://www.greenpeace.org/france/fr/campagnes/dgetdessed August 2011).

1% Greenpeace France, “OGM: organismes génétiquemeifés.”

197 Greenpeace France, “Solutions,” S'informer: LesME5- Solutions (n.d.),
http://www.greenpeace.org/france/fr/campagnes/ogiutiens/(accessed August 2011).

1% Greenpeace France, “OGM: organismes génétiquemedifés.”
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network for protests and to sign petitions expregsanti-GM sentiment to be sent to the
European Commission. These organized protests bawerred around France, including a
heavily-publicized 2005 demonstration in which Gngeace and th€onfédération Paysanne
members met a cargo ship carrying GM soy into tieméh port of Lorient?®

Greenpeace France also has a representative vghonsthe CEES. Until 2011, Arnaud
Apoteker, a biologist and an organic foods spestialvas the original Greenpeace representative
on the committeé'® Apoteker has been a longtime anti-GMO activisEiance; motivated by
the arrival of American GM soy in 1996, Apotekerrked to prevent the spread of GMOs in
Europe as a leader in Greenpeace FraHcAs a member of the CEES, Apoteker wrote a
dissenting opinion for every positive recommendatad a GMO from the committee, often
siding with representatives from tidonfédération Paysanpees Amis de la Terrériends of
the Earth), and the organic farmers’ and beekeememips'? In his dissents, Apoteker
continually questions the necessity of using biotetogy to deal with agricultural issues. He
encourages industry to research other methodsdi@sslissues like agricultural pests and yield.

More importantly, he emphasizes that the advantaf&@MOs only benefit the biotech industry

and possibly the farmer, but not the consumer eptiblic at largé*?

199 Greenpeace, “Greenpeace, Jose Bové protest agaimstically engineered soy on high seas,” GreargpPaess
Releases (January 25, 2005hitp://www.greenpeace.org/international/en/preteséises/greenpeace-jose-bove-
protest/(accessed August 2011).

10 Apoteker left the HCB before his five-year tenwas complete because he was elected to the European
Parliament as a member of the Greens/EuropeanMiirasce. He left his post at Greenpeace at theestime.

The Greens/European Free Alliance in the Europemtiabhents. “Arnaud Apoteker.” (accessed August201
http://www.greens-efa.eu/36-details/apoteker-arabédihtm| Ecolopedia. 2011. “Arnaud ApotekerActeurs

May 12.http://www.ecolopedia.fr/?p=105accessed August 2012).

1 Hervé Kampf. 2005. “Portrait - Arnaud ApotekertigDGM scientifique.”InfOGM — Veille citoyenne sur les
OGM. February 2http://www.infogm.org/spip.php?breve3@@ccessed August 2012).

112 5ee the CEES’ recommendations from 2010 on matsgekillety, grapevinesvigned, and maizeraig for
examples of Apoteker's opinions (source in FrenchiCB. “Avis rendu in 2010.” Avis.
http://www.hautconseildesbiotechnologies.fr/spipptubriguel(accessed July 2012).

13 HCB — CEES. 2010. “Recommandation relative & Imatede de mise en culture du mais « 1507 » (dossier
Pioneer C/ES/01/01).Avis rendu in 2010May 6. http://www.hautconseildesbiotechnologies.fr/IMG/{i@0601-
Mais-1507-Recommandation-CEES-HCB. fd€cessed August 2012).
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La Confédération Paysanne

The Confédération Paysanrie probably the most recognizable anti-GM groupcsic
to France. It is a farmers’ union that split frometFédération nationale des syndicats
d’exploitants agricolegthe major farmers’ union — FNSEA) in 1987 ovdfatences in political
direction. To theConfédération Paysann&NSEA represents the interests of farmers whe hav
taken on more industrialized agricultural methobts.contrast, theConfédération Paysanne
represents family farmers who have been margirdlibg industrial agricultur&* The
Confédération Paysannalso has connections to organizations with a g¢glsbape, including
Greenpeace, Attac, anda Via CampesinaAccordingly, theConfédération Paysanne a
“green” movement that takes a distinctly anti-glatsion stancé!® Its main anti-GM platforms
call on governments to: prohibit the patenting @ds; ban GMOs in Europe; stop all open air
field trials of GM crops; recognize the resultsrdependent studies on the effects of GMOs on
human health and the environment; and require atality procedures for any GM content as
well as strict labeling requiremerit$.

The Confédération Paysannis perhaps best known outside of France becausts of
leader, José Bové. Bové has been an activist $hecd970s, which is also when he was first
arrested during a protest against the expansianroflitary basé’’ His activism has included
leading rallies for increased farm subsidies, atotg at WTO meetings, and demonstrating with

Greenpeace on issues outside of agriculture, lilkstear testing. Led by Bové, ti@onfédération

14 Chaia Heller, “Post-industrial ‘quality agriculairdiscourse’: Techniques of governance and resistén the
French debate over GM crops,” Social Anthropology31(2006), p.319.

15 Julie Pagis, “Behind their common struggle aga(®MOs: Political cultures that divide,” Focaal —rBpean
Journal of Anthropology 48 (2006), p.49.

116 Confédération Paysanne, “OGM and Brevetabilitéinbmsse sur le vivant,” OGM : Argumentaire de la
Confédération Paysanne (December 2004),
http://www.confederationpaysanne.fr/images/imagédsfil@/dossiersthematigues/OGM/4pagesOGM.(atfcessed
August 2011).

U7 Caroline Frost, “José Bové: Profile” BBC Four: odmentaries (April 20, 2002),
http://www.bbc.co.uk/bbcfour/documentaries/profisse _bove.shtmlaccessed August 2011).
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Paysanndormally launched its anti-GMO campaign in 1997t Bové’s most notorious protest
— the destruction of a McDonald’s construction sitillau, France in 1999 — was also the one
that shot him to the forefront of the anti-globation movement® At its helm, Bové has led the
Confédération Paysanrie acts of civil disobedience and the destructb@&MO fields**

Like the CLCV and Greenpeace France,@umfédération Paysanres a representative
on the HCB’s CEES. A long time member of tBenfédération Paysann&uy Kastler also
works closely withLa Via Campesind_e Réseau Semences Paysanaed several other anti-
GMO organizations. Kastler objects to all GMOs gmesticides, regardless of quantity, and
actively works through different groups to preveémir usage?® Like Apoteker, he has written a
dissenting opinion for each positive recommendatiat the CEES has submitted for a GMO
dossier. He has supported acts of civil disobe@dengrotest of GMO cultivation, including the
destruction of GM crops by tHfaucheurs volontaire§™

Frequently, Kastler co-authors his dissenting apisi with Apoteker and/or with the
representatives from other environmental and omyéaiming groups®? In his dissents, he
argues that GMOs only benefit a small group of peopither farmers or the biotech company
proposing approval, and that the benefits of useatmutweigh the risks. Kastler also maintains
that there is uncertainty about the potential Itgrgqa environmental, social, economic, and
human health effects of GMOs. In his position om @EES, Kastler promotes tl@nfédération

Paysanneefforts to ban all GMOs.

18 Chaia Heller, “Post-industrial ‘quality agriculairiscourse,” p.326.

119 Franz Seifert, “Consensual NIMBYSs, Contentious BMS: Explaining Contrasting Forms of Farmers’ GMO
Opposition in Austria and France,” Sociologica Rigraol. 49, no. 1 (January 2009).

120 Alerte environnement. “Guy Kastler http:/alerte-environnement.fr/portraits/quy-kastl¢accessed August
2012).

121 Alerte environnement. “Guy Kastler.”

122 For examples, see the CEES’ recommendations if ®@lmarigolds egilletd, grapevinesvigned, and maize
(maig. HCB. “Avis rendu in 2010.”Avis. http://www.hautconseildesbiotechnologies.fr/spip.ptubriquel
(accessed July 2012).
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The French anti-GM movement

Although each interest group’s approach is rootedaiparticular issue (consumers’
rights, environmental protections, or farmers’ tgh all four recognize the other issues as
essential to their individual arguments. As suatgether the anti-GM groups keep their
educational efforts and protests on message anliatefi with one another, making for a
stronger movement. This strength and the efforesach group help maintain GMO regulation as
an issue on the public policy agenda in France.eikample, besides rallies and demonstrations,
the Confédération Paysanneas supported thiaucheurs volontairesvho have destroyed GM
crops around the countt$® The groups also contribute directly to the reqagprocess through
representatives on the HCB. These activities caatip bring media attention to the anti-GM
cause, and they keep the concerns about the risigrioultural biotechnology fresh in the minds
of French citizens.

But the public’s concerns about “risk” have shiftecer the last twenty years. Instead of
focusing on the potential biological risks of GM@sd a fear of GM food, the debate has
expanded to include their social and economic ingpade anti-GM movement has effectively
framed the issue of agricultural biotechnology tation as a question of environmental rights,
consumer rights, and citizens’ rights in the fatglobalization. Through the activism of anti-
GM groups, the French population has a high levelawareness of GMO issues and,
consequently, the majority of French citizens ar8-@MO. Thus, as Claire Marris points out,

French resistance to GMOs is not some irrationakcten of science; rather, resistance comes

123 The most recent instance of faucheurs volontaitework was July 30, 2011. Confédération Paysatires
paysans et notre alimentation n'ont pas besoin MQGes Faucheurs volontaires mettent le projectaur les
plantes mutées,” Dossiers : OGM (August 3, 20hith://www.confederationpaysanne.fr/paysans-nolireesmtat-
n-ont-pas-besoin-ogm_23-actu_1859.¢apcessed August 2011).
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from suspicions that “economic interests often oder health and environmental
considerations” in the regulation and managemerisk$?*

Chaia Heller has written extensively on this disoe shift from a sociological approach.
Her argument is that public debate has shifted frone of questions of science and
“riskification” within the framework of “risk ratinality” to looking at those same questions
within a “rationality of sociology” frameworké® This means that “public concerns over GMOs
extend beyond food anxiety to include concerns atimirationalization of human life itseff?®
Furthermore, Heller traces this shift back to 19981 José Bové’'s “dismantling” of the
McDonald’s in Millau. This particular act effectilyeinked the issue of GMOs and food quality
with globalization in the French mind. Thus, t@enfédération Paysannand the other anti-
GMO groups are no longer fighting simply for farsietights to less industrialized methods of
production; its members are also demanding thd t@hquality food” and “quality of life” for
small agricultural producers’

The connection between globalization and GMOs igdanaearly within the concept of
food sovereignty, which is defined as the right aifizens to choose their own fodt.
Globalization undermines food sovereignty by plgcoontrol over food production into the
hands of a few agricultural companies. This is esfllg true in the case of GM crops, where
seeds are patented by biotech companies, like Midmsa Novartis, and producers have few

choices but to buy stock from these global cormomattities. TheConfédération Paysanne

believes that the right to quality of life for sh&rmers is being destroyed by agricultural

124 Claire Marris, “Public views on GMOs: deconstragtithe myths,” EMBO Reports vol. 21 no. 7 (July 2601),
548.

125 Chaia Heller, “From Risk to Globalization: Disciwes Shifts in the French Debate about GMOs,” Meldica
Anthropology Quarterly vol.15, no. 1 (2001), p.25.

126 Heller, “From Risk to Globalization,” p.27.

27 Heller, “Techne versus Technoscience: Divergent (Ambiguous) Notions of Food ‘Quality’ in the Frdn
Debate over GM Crops,” American Anthropologist €60, no.4 (2007), p.607.

128 Julie Pagis, “Behind their common struggle aga@stOs,” p.49.
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industrialization (at the core of which is GMOSs)twthe control over the means of production
being further condensed through globalization t® hands of just a few agricultural biotech
companies. Th€onfédération Paysanngews its struggles from three perspectives withiis
discourse:
[T]he social — based on providing employment, aostdring solidarity among
farmers and among regions and farmers world-wide;economic — by adding
value so that farmers can live with relatively mstddeutputs which is the
precondition for maintaining large numbers of peopk farmers; and, finally,
what is really the moral argument — the need tovshespect to both consumers
and naturé?®
The Confédération Paysanigeposition then is that “food sovereignty — by ooy or by region
— and the right to protect one’s agriculture, andagricultural way of life, against destruction by
unbridled market forces” is the alternative to gitiation that must be pursu&tf.Bové himself
sums it up as such:
Judging by the substantial social and environmedthage free trade has
inflicted, before anything else, it is necessary & of us — farmers and non-
farmers alike — to make [free trade] subject t@¢hfundamental principles: food
sovereignty — the right of peoples and countrieprtmluce their food freely, and

to protect their agriculture from the ravages afogll “competition”; food safety —

the right to protect oneself from any threat to’siealth; and the preservation of

biodiversity>*

While protection from risk is still included, theght to food sovereignty has become the chief
goal of the anti-GM movement. Resistance to GM@s tis not just about lingering fears over
the government’s ability to protect public healtidanaintain food safety. It is about the right of
citizens to participate in regulatory governancdether it is at the EU-level or within the

domestic sphere.

129 Richard Kuper, “Confédération Paysanne: FrencmEss Fight Back,” Social Policy (Winter 2002/2008)27.
130 Kuper, “Confédération Paysanne,” p. 28.
131 José Bové, “Globalisation’s misguided assumptio®sserver no. 228 (September 2001), p. 19.
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Conclusion

The Eurobarometer data on biotechnology and fotade®@ risks illustrate how the
French fear that their food sovereignty is beingreached upon by agricultural biotechnology.
The French express high levels of worry about ribks occur during food production. Pesticide
and pharmaceutical residues and pollutant contdimmmare the top three concerns of French
citizens. In addition, over half of French citizem®rry about GM food and drink, animal
cloning, and nano particles in their food. Overgliench citizens worry the most about factors
over which they feel they have little or no control

The mad cow and the dioxin contamination episotds lingering fears about
“unnatural” processes in food production. More isttialized practices in those cases directly
led to negative effects on human health. And foatndnd? To increase producers’ profits. The
French find that biotechnology applications in fogmeduction are unnatural and unsafe; thus
they do not believe that the benefits of agricaltumotechnology outweigh the risks. They also
do not believe that the government will prioritipablic health when profits are on the line.
Public officials clearly did not in the case of tH&/-tainted blood scandal, and the pattern was
repeated in other member states when faced with niael cow outbreak and dioxin
contamination.

The French government has responded to its c#izearries by institutionalizing anti-
GM sentiment into its regulatory framework for GM@®epresentatives from anti-GM groups
now sit on one of the main committees offering rpwendations to the government on GMO
dossiers, and as expected they express disapmbgach GMO presented. While the Ministers
could ignore the recommendations of the CEES, thiggt do so at their own peril. The French

public has expressed high levels of confidencetaursl in environmental and consumers’ rights
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groups, but much lower levels in public authoritidpproving GMOs that have been rejected by
the CEES as a whole or by members of the CEES wmifdorce the public’'s belief that

producer profits win out over protecting public hleaThus, the GMO debate in France will
continue to remain unresolved as long as anti-GMQrasentatives are included in the

regulatory process.

231



Concluding Remarks

Although the European Commission’s efforts to ooklthe GMO regulatory process by
returning final approval power to the EU membetestajained some support from the majority
of states, a blocking minority is preventing adoptiof the “compromise” proposalFrance,
Germany, Belgium, Slovakia, and the United Kingdioave indicated that they are opposed to
the proposal on several grounds, and will not supipoln addition, Spain and Ireland have
expressed reservations about this “compromise,’levlyprus and Slovenia object to the
absence of environmental reasons for “restrictind prohibiting the cultivation of GMOSs” in
the proposaf. After two years of trying to move the proposalviard, the Presidency of the
Council concluded in June 2012 that “a politicalresggnent on the GMO dossier is not
possible.?
Conclusions of the study

This dissertation has shown how the GMO regulafocess in the EU and in France
has arrived at this impasse, by tracing the dewveéoy of the EU and French regulatory systems
from 1990 to 2010. Chapter 1 anchored this caseysitu three major literatures: historical
institutionalist studies, multi-level governanceidies, and implementation studies. Historical
institutionalism provided key concepts to the stuslych as path dependence, critical junctures,
and a particular emphasis on the timing and seguehevents and policy decisions that lead to
the “stickiness” of the French institutions thagutate GMOs. The multi-level governance

framework highlighted the importance of lookingbath the EU-level and the domestic-level in

! Council of the European Union. 2012. “ProposalddRegulation of the European Parliament and ofbencil
amending Directive 2001/18/EC as regards the pitisgilfior the Member States to restrict or prohiltfte
cultivation of GMOs in their territory - Progressport.” Interinstitutional File: 2010/0208 (CODunE 6. Brussels,
Belgium.http://register.consilium.europa.eu/pdf/en/12/st1111883-re01.en12.pdhccessed August 2012).

2 Council of the European Union. “Proposal for a ®ation of the European Parliament and of the Cibunc
amending Directive 2001/18/EC.” 5.

% Council of the European Union. “Proposal for a &atjon of the European Parliament and of the Cibunc
amending Directive 2001/18/EC.” 6.
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the case of France to understand the evolutiohefitfferent institutions that play a role in the
current impasse. A multi-level governance approalslo acknowledges the pressures on the
policymaking process and the GMO regulatory franwwiiom actors external to the EU and its
member states, such as the United States and thdd Woade Organization (WTO).
Implementation studies complement each of theserghieal approaches with a focus on the
policy environment during the formation and implertation of agricultural biotechnology
regulation.

Together, the concepts from the reviewed liteegtunave allowed me to demonstrate
how the timing and sequence of the European ptkkith and food safety scandals of the 1990s
set the evolution of the GMO regulatory framewotkle EU-level and at the French-level on
different paths. Chapter 2 explored those scandadiepth, and established how the scandals
became linked to the issue of GMOs. Acting as &igy events, they elevated the saliency of
public health and food safety in the public congsimess. Chapter 2’s review of the scandals also
illustrated how they framed the political contemtwhich the issue of GMOs appeared on the
public policy agenda. The speed at which the crig&f®lded meant that French regulatory
institutions for GMOs were created and reformed &tme when public officials were eager to
avoid blame and when levels of anxiety about haatthes and food safety were high among the
public.

Chapter 3 addressed how the EU reacted to theselals through the creation of more
stringent labeling and traceability criteria, innt@st to the American regulatory framework. It
also reviewed the creation of the European Foodtg#uthority (EFSA). At the EU-level, the
regulatory response maintained a science-based asslkessment of GMOs within EFSA.

Although economic or social risks may be considdrgdctors within other EU institutions, no
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formal assessment mechanisms for these typesksf éislved at the EU-level. The EU’s more

stringent approach to GMO regulation has put @dds with major GM crop exporters, such as
the US, Canada, and Argentina. The variation indsieds leads to pressure, both directly and
through proceedings at the WTO, from the major Gbpaxporters for the EU to relax some of

its standards.

Chapter 4 explored the evolution of the regulafeaynework at the French-level, and the
differences of the regulatory responses at the é&gtland the domestic-level in the case of
France. The French regulatory response codified@WO sentiment within the institutions
created to handle the risk assessment process.cAssgquence, French GMO opponents have
an institutionalized voice in the approval procems] French citizens have come to expect the
inclusion of conflicting opinions, particularly coarning the possible social and economic risks
of GMOs. The French assessment of GMOs evaluatee w©rderia for potential risks than
assessments performed at the EU-level. This hasilwated to persistent noncompliance and
regulatory deadlock in this issue area. While mgbt crop producers outside of Europe see EU
standards and regulations as too stringent fordwmoalde practices, anti-GM EU member states,
like France, deem EU standards and regulationsotde sufficient enough for the European
common market.

Chapter 5 examined French public opinion about GM@d anti-GMO interest groups
more closely, in order to illustrate the extentaoti-GMO sentiment in the state. The chapter
established not only how widespread anti-GMO fegsiare among the French population, but
also the diversity of concerns that the French dradbout GMOs. For the French, the issue of
GMOs is about health, environmental, social, ammhemic risks, and they do not see personal

benefits to embracing agricultural biotechnologg. #oted in Chapter 1, the social management
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of technological development must balance the Isnef the technology to the public against
the potential harm of its applicati6rin the case of GMOs, the French only see the piaten
benefits of agricultural biotechnology accruinghe producers of GMOs, not to the consumers.

In order to move forward, the EU will have to agll the dissonance in this policy area
at three levels: the global level, the EU level] #ime member state level. At the global level, the
EU must present a unified front to maintain thegnity of the EU as a common market. If final
regulatory power is returned to the member statesyidual states that maintain GMO bans will
be vulnerable to WTO complaints and proceedingsnag#hem. Exposing its members to this
vulnerability contradicts the EU’s objective of atimg and maintaining a common market.

At the EU-level, the European Commission mustliesthe deadlock within the member
state representative delegations that lead$etiacto approvals for GMOsDe facto approvals
undermine the legitimacy of the EU’s authority bhesza the decisions are made without a
consensus among the member states. The curreatrsisiot working, but returning power to
the member states is not the answer. Ceding poaek to the member states after already
asserting authority over agricultural biotechnologgts a dangerous precedent regarding the
repercussions of noncompliance. It implies thageiweral member states hold out long enough,
the EU will return authority, which would create iagentive for states to delay implementation
or to refuse to comply with EU regulations.

To address this problem at the member state-léhrel EU will have to appeal to the
concerns of the general public and of the citizehthe member states that remain staunchly
anti-GMO, France included. In the case of Frane,Rrench exhibit high levels of mistrust in

the corporations that innovate and produce agtalltbiotechnology and in the government

* Smita SiddhantiMultiple Perspectives on Risk and Regulation: The Case of Deliberate Release of Genetically
Engineered Organisms into the Environment (New York: Garland Publishing, Inc., 1991): 4.
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institutions responsible for regulating agricultuseotechnology products. Current efforts by the
EU to highlight the importance of biotechnology éoconomic growth and development are
falling on deaf ears. European citizens are fedtfat their concerns are ignored in favor of
producers’ profits, with producers reaping the bgmevhile consumers shoulder the risks. If the
EU insists on promoting agricultural biotechnologyg,benefits must be seen as beneficial to the
public, not to private, corporate interests. In thse of France, however, turning public opinion
in favor of GMOs will be a significant hurdle toeelr. However, if the EU decides to scale back
its promotion of agricultural biotechnology, it Wiace backlash from major GMO producing
countries at the global-level.
Futureresearch

By studying the hurdles to compliance in the Fregelle and the role of domestic
institutions in policy adaptation, this dissertatiserves as a template for further studies on the
implementation of EU legislation in other membeatas. Although the lessons drawn from one
case cannot be applied in their entirety to otHémiember states due to variation across nations
in their domestic institutions, this work has highted the importance of understanding the role
of domestic institutions during the process of ol implementation or periods of non-
compliance. As a result, the conclusions provideviik insight as to how the EU could move
forward in order to resolve the regulatory deadlock the issue area of agricultural
biotechnology. Furthermore, they highlight the alof looking at the role of domestic
institutions in the implementation phase specifictdr scholars.

The conclusions of this study can be used by Btblacs as a foundation for further
research into other member states. EU scholarssenely a better understanding of the structures

of national regulatory institutions within anti-GM@ember states. Promotion of the benefits of
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GMOs may require different tactics for differeraiteis based on the evolution of their regulatory
framework and the timing and sequence of triggeewgnts particular to each state. While such
research would necessitate case-by-case studmead lesson learned from the French case is
the need to examine the effects of the institutisaion of dissent within the risk assessment
process. EU scholars may want to investigate whettieer anti-GM states also have dissent
codified in their regulatory process, or whethey-@MO states consider only science-based risk
assessments and not economic or social considesatio each individual case study, scholars
could explore the type of anti-GMO sentiment thatynexist within a state, and whether it is
based on public health, food safety, environmergatj/or social and economic concerns. In
order to build support for GMOs, the EU will have tailor its promotion of agricultural
biotechnology to the institutional structures awdlpc opinion within each state. Alternately, the
EU may encourage reforms to national regulatorycgsees in anti-GMO states based on the
institutional models from pro-GMO states.

Pressure from the WTO, and namely the US, conginagush the EU to “resolve” the
regulatory deadlock by getting more GMOs approved dultivation and the market. If EU
authorities were to attempt to scale back the ptmmaf agricultural biotechnology, scholars
would need to consider the possible repercussiams international organizations, which could
affect trade agreements and EU exports. Accordjrfglyre scholarly studies may address the
role of individual member states and EU actors nterational negotiations on regulatory
standards and restrictions, such as The WTO Agreeme the Application of Sanitary and
Phytosanitary Measures (SPS Agreement). Theseestudight look at how the differences
between the promotion of agricultural biotechnoltagymajor GM crop producers and exporters,

like the US, and the more cautious position ofEukplay out in international arenas. If a state
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can effectively promote its own regulatory standand other regions of the world, it has a
comparative advantage in production and exportaftature research may then also examine
efforts by the EU to push its more stringent stadslan other markets, such as Africa.

Additionally, scholars may use the study as a tatapfor other single case studies of
regulatory non-compliance within the EU. Howeverstead of looking for ways to change
policies to fit specific, national conditions, faéuscholarship can help to build the historical
institutionalist, multi-level governance, and implentation literatures. These studies could
investigate the development of institutional stowes within the member states compared to the
institutions at the EU-level. They might also ddies the impact of the timing and sequence of
triggering events (or the absence thereof), whitdpe institutional development in particular
policy issue areas.

This research contributes to the field in severays. It provides in-depth research that
explains the position of non-compliance for a gaitar member state. It also offers suggestions
for how to address the persistence of anti-GMOis®mit and non-compliance. For scholars, this
work helps to build three literatures and to creaeceptual links between them. In the case of
the EU studies, different approaches are imperative to the organizational structures of the
EU. Research on the EU should not be divorced frecognizing the EU’s relationship to the
member states or from global relations. Comparaioley studies of the EU must recognize the
need to contextualize EU policy within the multid$ governance framework.

Furthermore, this dissertation has endeavoredutln la dialogue among the fields by
demonstrating how concepts from comparative paliticternational relations, and public policy
can be employed to better analyze EU policymakimgd) iamplementation. Similarly, the lesson

learned from the study’s conclusions is the impur¢aof clear dialogue between the different
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levels of biotechnology governance. The EU andngésnber states must talk to each other rather
than at each other. Yet as long as the EU contitmgaish GMOs for economic reasons with
little regard to other potential risks, tHelogue des sourds that characterizes the current state of

the regulatory approval process for GMOs in theogaan Union will not be resolved.
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Appendix of EU Legislation & Related Documents

Directives:

Council Directive 90/220/EEC of 23 April 1990 on the deliberate release into the
environment of genetically modified organisms

Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001
on the deliberate release into the environment of genetically modified organisms and
repealing Council Directive 90/220/EEC.

Directive 2008/27/EC of the European Parliament and of the Council of 11 March 2008
amending Directive 2001/18/EC on the deliberate release into the environment of
genetically modified organisms, as regards the implementing powers conferred on the
Commission

Regulations:

Regulation (EC) No 258/97 of the European Parliament and of the Council of 27 January
1997 concerning novel foods and novel food ingredients.

Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28
January 2002 laying down the general principles and requirements of food law,
establishing the European Food Safety Authority and laying down procedures in matters
of food safety.

Regulation (EC) No 1946/2003 of 15 July 2003 of the European Parliament and of the
Council on transboundary movement of genetically modified organisms.

Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22
September 2003 on genetically modified food and feed.

Regulation (EC) No 1830/2003 of the European Parliament and of the Council of 22
September 2003 concerning the traceability and labelling of genetically modified
organisms and the traceability of food and feed products produced from genetically
modified organisms and amending Directive 2001/18/EC.

Regulation (EC) No 1882/2003 of the European Parliament and of the Council of 29
September 2003 adapting to Council Decision 1999/468/EC the provisions relating to
committees which assist the Commission in the exercise of its implementing powers laid
down in instruments subject to the procedure referred to in Article 251 of the EC Treaty.
Commission Regulation (EC) No 65/2004 of 14 January 2004, establishing a system for
the development and assignment of unique identifiers for genetically modified organisms.
Regulation (EC) No 641/2004 of the Commission of 6 April 2004 on detailed rules for
the implementation of Regulation (EC) No 1829/2003 of the European Parliament and of
the Council as regards the application for the authorisation of new genetically modified
food and feed, the notification of existing products and adventitious or technicaly
unavoidable presence of genetically modified material which has benefited from a
favourable risk evaluation.

Commission Regulation (EC) No 1981/2006 of 22 December 2006 on detailed rules for
the implementation of Article 32 of Regulation (EC) No 1829/2003 of the European
Parliament and of the Council as regards the Community reference laboratory for
genetically modified organisms.



Decisions:

2002/628/EC: Council Decision of 25 June 2002 concerning the conclusion, on behalf of
the European Community, of the Cartagena Protocol on Biosafety.
2002/623/EC: Commission Decision of 24 July 2002 establishing guidance notes
supplementing Annex |l to Directive 2001/18/EC of the European Parliament and of the
Council on the deliberate release into the environment of genetically modified organisms
and repealing Council Directive 90/220/EEC (Text with EEA relevance) (notified under
document number C(2002) 2715).
2002/811/EC: Council Decision of 3 October 2002 establishing guidance notes
supplementing Annex VI to Directive 2001/18/EC of the European Parliament and of the
Council on the deliberate release into the environment of genetically modified organisms
and repealing Council Directive 90/220/EEC.
Council Decision 2002/813/EC of 3 October 2002 establishing, pursuant to Directive
2001/18/EC of the European Parliament and of the Council, the summary notification
information format for notifications concerning the deliberate release into the
environment of genetically modified organisms for purposes other than for placing on the
market.
Council Decision 2002/812/EC of 3 October 2002 establishing pursuant to Directive
2001/18/EC of the European Parliament and of the Council the summary information
format relating to the placing on the market of genetically modified organisms as or in
products.
Commission Decision 2003/701/EC of 29 September 2003 establishing, pursuant to
Directive 2001/18/EC of the European Parliament and of the Council, a format for
presenting the results of the deliberate release into the environment of genetically
modified higher plants for purposes other than placing on the market.
2004/204/EC: Commission Decision of 23 February 2004 laying down detailed
arrangements for the operation of the registers for recording information on genetic
modifications in GMOs, provided for in Directive 2001/18/EC of the European
Parliament and of the Council (Text with EEA relevance) (notified under document
number C(2004) 540).
GMOs placed on the market in accordance with Directive 2001/18/EC

- Decision 2004/643/EC - maize product NK603

- Decision 2005/608/EC - maize product MON 863

- Decision 2005/772/EC - maize product 1507

- Decision 2005/635/EC - oilseed rape product GT73

- Decision 2006/47/EC - maize product MON863 x MON810
Commission Decision 2005/463/EC of 21 June 2005 establishing a network group for the
exchange and coordination of information concerning coexistence of genetically
modified, conventional and organic crops
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Reports:

Report from the Commission to the Council and the European Parliament of 31 August
2004 on the experience of Member States with GM Os placed on the market under
Directive 2001/18/EC and incorporating a specific report on the operation of parts B and
C of the Directive.

Report from the Commission to the Council and the European Parliament, of 25
November 2006, on the implementation of Regulation (EC) No 1829/2003 of the
European Parliament and of the Council on genetically modified food and feed.

Report from the Commission to the Council and the European Parliament, of 10 May
2006, on the implementation of Regulation (EC) No 1830/2003 concerning the
traceability and labelling of genetically modified organisms and the traceability of food
and feed products produced from genetically modified organisms and amending Directive
2001/18/EC.

Second report from the Commission to the Council and the European Parliament of 5
March 2007 on the experience of Member States with GMOs placed on the market under
Directive 2001/18/EC on the deliberate rel ease into the environment of genetically
modified organisms.
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