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The transatlantic dispute over the regulation of genetically modified (GM) foods
and crops has been troubling us almost as long as it has troubled the United
States and the European Union. Back in 1999, we—a lawyer (Shaffer) and a
political scientist (Pollack) at the University of Wisconsin-Madison—began a
joint project on transatlantic governance, which we saw as an ambitious, if
flawed, effort to facilitate and oversee the operation of a transatlantic market-
place in the absence of formal transatlantic institutions. More concretely, we
saw the United States and the European Union building increasingly close
links and engaging in joint governance at three levels: the intergovernmental
level of high-level contacts between Washington and Brussels; the transgov-
ernmental level of direct agency-to-agency links among lower-level officials
in day-to-day domestic regulation; and the transnational level of direct civil-
society cooperation among American and European businesses, labor unions,
environmentalists, and consumer advocates. We were impressed, back then, by
the depth of day-to-day cooperation in areas like competition policy, yet we
also recognized that some areas were proving more resistant to joint, techno-
cratic governance, and we undertook a preliminary case study of GMO regu-
lation to understand why some issue-areas seemed more difficult to govern
jointly than others. Put simply, we knew back then that GMOs posed a tough
issue for transatlantic cooperation, one in which the US and EU regulators
were protective of their respective regulations and regulatory frameworks, and
in which interest groups and civil society could be easily mobilized to set limits
on any cooperative efforts upon which regulators might agree.

Almost a decade later, we see the transatlantic dispute over GMO regulation
not simply as a tough nut to crack, but as a remarkable case study of the failure
of cooperation. The United States and the European Union, two long-time
democratic allies, have continued and in some cases deepened their economic
integration and efforts at regulatory cooperation during the past decade across
a range of issue-areas (despite US-European political differences, such as over
the invasion of Iraq). Yet in the case of GMOs we have seen ongoing stark dif-
ferences in regulatory standards and regulatory frameworks; stillborn efforts at
bilateral regulatory cooperation; persistent battles and logjams in multilateral
regimes like the World Trade Organization (WTO) and the Convention on
Biodiversity; and finally a so-far unsuccessful effort to litigate a resolution of
the problem through the WTO dispute settlement process. Why, we wanted
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to know, had cooperation repeatedly failed? Why were the US and the EU so
implacably opposed? Why couldn’t US and EU regulators come to a meeting
of the minds in their frequent joint meetings? Why didn’t multilateral regimes
facilitate cooperation, as regime theorists would have predicted? Could litig-
ation resolve the issue by deciding clearly in favor of one side or the other,
or would it backfire, prompting a backlash against both GMOs and the WTO
itself? Is there any sign of convergence between the two sides, or is the now
decade-old conflict likely to continue and spread to the rest of the world—and
if so, how will this affect the dynamics of the conflict? What law and policy
lessons, in sum, can we draw?

These are the questions that we address in this book, and our core argu-
ments are spelled out briefly in Chapter 1, and elaborated in detail in the
chapters that follow. We shall come to these arguments presently, but, as one
might suspect in a project that is a decade in the making, we have many thanks
to offer to many people. This project began in Madison, Wisconsin, where our
efforts were funded and encouraged by the University of Wisconsin’s European
Union Center of Excellence, funded by a generous grant from the European
Commission, where we held a conference on GMO regulation organized by
Gregory Shaffer who was then the Center’s Director.

We have both since left Madison, and we have received additional encour-
agement, and good advice, from a number of friends and colleagues—many
of whom, we fear, we are forgetting. We are particularly grateful to Tim Biithe,
Sungjoon Cho, Jeffrey Dunoff, Emilie Hafner-Burton, Ronald Herring, Christian
Joerges, Neil Komesar, Ambassador Richard Morningstar, Daniel Naurin, Kal
Raustiala, Adam Sheingate, David Vogel, Helen Wallace, Alasdair Young, four
anonymous reviewers, as well as participants at conferences and workshops
at the Council of European Studies (2005), Princeton University (2006), the
University of Wisconsin (2006), the European Union Studies Association (2007),
Hebrew University (2007), London School of Economics (2007), the Global
Administrative Law conference in Viterbo, Italy (2007), the American Branch
of the International Law Association (2007), Northwestern Law School (2007),
University of Georgia Law School (2008), and the Law and Society annual meetings
in Las Vegas (2005) and Berlin (2007), for their comments on earlier versions of
portions of the manuscript. We also thank Mario Bifano, Erin Chalmers, Rebecca
Estelle, Matt Fortin, Geoff Seufert, Timo Weishaupt, and Anna Woodworth for
their excellent research assistance. Mark Pollack would like to thank the College
of Liberal Arts at Temple University and the BP Chair in Transatlantic Relations at
the European University Institute for funds to undertake research on the project
in Washington and Brussels. Gregory Shaffer would like to thank the University
of Wisconsin, Loyola University Chicago School of Law and the University of
Minnesota Law School for their research and research travel support. He would
also like to thank the Fulbright European Union Scholar-in-Residence Program
for its semester of funding during his stay in Rome, as well as the Legal Office of
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the Food and Agricultural Organization and Judge Sabino Cassese of the Italian
Constitutional Court for providing him with wonderful working space during
that stay.

We would also like to thank the dozens of government officials, inter-
national civil servants, and representatives of business and non-governmental
organizations, who have met and shared their views with us in Washington,
Brussels, Paris, Rome, Geneva and elsewhere. Many of these practitioners,
we note in Chapter 1, have requested anonymity, and we have honored that
request in each case, identifying those individuals only by broad institutional
affiliation, city and date of interview, although some officials have been will-
ing to be identified by name, and in those cases we do so. As social scien-
tists we have tried to rely as far as possible on replicable, publicly available
sources—yet given the sensitivity of GMO regulation as an issue, it was inev-
itable that we would rely on interviews with practitioners for some facts of the
case, for context, and, quite often, as a detailed corrective to the big-picture
views and predictions offered by theories of international law and politics. If
we have come close to getting the details of our story right, the credit goes
largely to the many participants who shared with us their time and insights,
and, whether named in these pages or not, they have our heartfelt thanks.

Oxford University Press, and in particular our editor, Dominic Byatt, have
been supportive of our efforts, patient with our occasional delays and con-
stant updates in covering a moving target, and efficient as ever in moving the
manuscript from review to revisions to publication. We also wish to thank
Louise Sprake and Lizzy Suffling at OUP and Kay Clement for their care and
diligence with the editing and production.

If we had been worried about the dangers of interdisciplinary cooperation
when the project began, any such doubts have long been dispelled. We have,
throughout this project, learned from each other, addressed issues that we
would otherwise have ignored, and indeed discovered issues that our two dis-
ciplines both considered important, but often while using different termin-
ology and involving scholarly literatures that often took little or no notice of
the other. We hope to have built bridges across these two disciplines, and we
ourselves would have great difficulty in establishing paternity over any given
idea in this volume, on which we worked equally and collaboratively (with
the exception of Chapter 5, which is based primarily on Shaffer’s legal ana-
lysis). The order of names on the cover, we hasten to add, is solely alphabetical,
and the intellectual partnership of the volume is entirely equal.

Finally, it goes without saying that the burden of traveling to foreign cap-
itals for research, and of writing and editing on nights and weekends, has
fallen not just on the two of us but on our families, who have been endlessly
patient and supportive of our efforts. We dedicate this book, with love and
thanks, to them.
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1

Introduction and Overview:
Biotechnology, Risk Regulation,
and the Failure of Cooperation

In 1992, the United States (US) Food and Drug Administration (FDA) approved
the first genetically engineered food—Calgene’s Flavr Savr Tomato—for sale
and marketing in the US. Encouraged by a favorable US regulatory system
and the lack of serious domestic political challenge, US scientists have subse-
quently created, farmers have grown, and companies have marketed a wide
range of genetically modified (GM) foods and crops. By the end of the 1990s,
in “the most rapid adoption of a new technology in the history of agriculture,”
some 60 per cent of the processed foods available in US grocery stores were
derived from transgenic varieties, more popularly referred to as genetically
modified organisms (GMOs).! By the end of 2003, the estimate had risen to
“between 70 and 75 per cent of all processed foods available in US grocery
stores.”? By 2007, approximately 89 per cent of soybeans, 83 per cent of cot-
ton, and 61 per cent of corn grown in the US consisted of genetically modified
varieties, and these figures have been rising annually.® US farmers also grow
genetically engineered canola, potatoes, tomatoes, papaya, squash, and sun-
flowers among other foods, although to much lesser degrees.

By contrast with the US embracing agricultural biotechnology, European
Union (EU)* regulators and the public have taken a far more cautious
approach to GMOs, treating genetically modified foods and crops as different
from their conventional counterparts, and adopting increasingly strict and
complex regulatory procedures for their approval and marketing. Unlike in
the US, GM foods and crops face considerable regulatory hurdles in the EU,
including requirements for mandatory pre-approval of all GM products, as
well as provisions on the mandatory labeling and traceability of all GM pro-
ducts, which have made it difficult and sometimes impossible for US farmers
to export GM foods to markets in Europe. They also face greater social
resistance, with activists campaigning against GM foods and ripping up GM
crops from fields, and public opinion far more mobilized over GM foods than
in the US.
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In an age of increasing international trade and economic interdependence,
these sharp and persistent regulatory differences have resulted in ongoing
transatlantic and now global disputes where economic interests and social val-
ues clash, in what some political scientists have called “system friction.”> By
the late 1990s, stricter European regulations and slower European regulatory
approval processes for new GM varieties raised potentially serious obstacles to
the export of agricultural products, first from the US and then from other agri-
cultural producers. A potential international trade war loomed. More broadly,
the regulatory systems of the two largest and most powerful markets on earth
came into conflict.

Throughout the past decade, US and EU representatives have concurrently
dueled and attempted to find some common ground, or at least manage the
conflict over their respective approaches to biotechnology regulation. They
have formed numerous bilateral networks of government officials, scientists
and civil society representatives to engage in joint consultation and efforts to
coordinate, where possible, their distinct approaches.® They have also discussed
and negotiated the issues in multiple multilateral contexts, such as before the
Organization for Economic Cooperation and Development (OECD); the inter-
national food standard setting body, the Codex Alimentarius Commission;
the international trade body, the World Trade Organization (WTO); and
an international environmental body, the Conference of the Parties to the
Convention on Biodiversity and its Biosafety Protocol. Despite these efforts,
the two transatlantic partners have failed, either bilaterally or in multilateral
regimes, to reach any fundamental agreement on the regulation of agricul-
tural biotechnology. After considerable internal debate and delay, the Bush
administration finally filed a legal complaint before the WTO in May 2003,
joined by Canada and Argentina, maintaining that the EU’s regulatory deci-
sions over GM crops and foods violated the EU’s international trading com-
mitments, which finally resulted in a panel decision adopted by the WTO
Dispute Settlement Body in November 2006. Even after the WTO ruling, how-
ever, the fundamental differences between the US and EU regulatory systems
remained deeply entrenched and resistant to change and the fate of GM foods
and crops remained deeply contested and uncertain.

The transatlantic GMO dispute has brought into conflict two longtime
allies, economically interdependent democracies with a long record of bilat-
eral and multilateral cooperation in both economics and security. Yet the dis-
pute has developed into one of the most bitter and intractable transatlantic
and global conflicts, resisting efforts at resolution in bilateral networks and
multilateral regimes alike, and resulting in a bitterly contested legal battle
before the WTO. Indeed, our account, with its emphasis on the intractabil-
ity of the GMO dispute and the strikingly limited contribution of bilateral
networks and multilateral regimes, contrasts sharply with most other books
and articles about international cooperation, which are essentially optimistic
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accounts of how cooperation under anarchy is possible and can be facilitated
by international regimes. The general form of such studies falls into what
might be called a Home Depot theory of international cooperation: “You can
do it, we can help.””

Our account of agricultural biotech regulation, by contrast, emphasizes
the difficulties, the limits, and in many instances the outright failure of inter-
national cooperation in regulating GMOs. How can we explain the origins
of this dispute, its intractability, and the repeated failures of cooperation?
What happens to international law and to international regulatory institu-
tions when the two economic powers clash? Just as importantly, what role, if
any, can international regimes play when cooperation fails? What domestic
legal, administrative and commercial responses take place in the face of pro-
longed diplomatic stalemate? To answer these questions, we argue, analysts
need to focus on multiple levels: on the domestic sources of the dispute, on
the international efforts at bilateral and multilateral cooperation, and on the
interaction between the domestic and international levels. This book specif-
ically addresses the following questions:

* What are the domestic sources of international disputes? Starting at the
domestic and EU levels, we ask what explains the different policies on
agricultural biotechnology in the US and EU. What are the respective roles
of interests, institutions, and ideas in explaining these differences? Do
these differences reflect deep philosophical divisions between Europeans
and Americans about the regulation of risk to their societies? How deeply
entrenched or path-dependent have their policies become?

* What are the obstacles to cooperation and to “deliberation” at the bilateral
level? In light of the considerable externalities that each side’s policies had
on the other in a global economy, and the prospects of a potential trade
war, many scholars and practitioners placed their hope in the promise
of informal transatlantic networks to deliberate jointly and identify the
best policies for biotech regulation. What evidence is there of deliberation
in these encounters, and why has joint deliberation failed to resolve the
dispute?

* What are the obstacles to cooperation at the multilateral level? What happens
within multilateral regimes when bilateral cooperation between powerful
states fails? What strategies do powerful states use to attempt to export
their policies internationally, such as forum shopping among interna-
tional institutions in a fragmented international law context? How does
distributive conflict affect the functioning of institutions, including the
interaction among them? What happens to the interaction of hard (bind-
ing) and soft (voluntary) international law regimes?

® What role can the WTO play when cooperation fails? In light of the fail-
ures of both bilateral and multilateral cooperation, the US and the EU
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became embroiled in WTO litigation. How does the WTO judicial process
attempt to exercise influence in managing such a conflict, in the face
of entrenched differences between the WTO’s two most powerful mem-
bers? Can the WTO facilitate a resolution of such a dispute, or will it only
exacerbate the conflict and create a public-opinion backlash to its own
legitimacy?

* Finally, what influence do international political, legal, and market pressures
have on the domestic laws and policies of each side? Do we find evidence
that the US is “trading up” to the EU’s more precautionary standards, or
has WTO pressure led the EU to liberalize or “trade down” its restrictive
policies? Or, alternatively, are each side’s policies too entrenched to be
changed significantly even in the face of intense international pressure?

In this book, we investigate these challenges—the obstacles to reconciling
regulatory differences through international cooperation, and what happens
when cooperation fails—through the prism of the US-European dispute over
the regulation of agricultural biotechnology or GMOs. The book addresses
the dynamic and reciprocal interactions of domestic law and politics, trans-
governmental and transnational networks, international regimes, and global
markets, through a theoretically grounded and empirically comprehensive
analysis of the governance of GM foods and crops.

Crucially, while the primary focus of our analysis alternates between the
domestic and international levels in the various chapters of the book, we do
not analyze these two levels in isolation, but examine the interactions between
them. Thus, for example, we demonstrate that the deeply politicized, entrenched
and path-dependent nature of GMO regulation in the US and the EU has fun-
damentally shaped negotiations and decision-making at the international
level, limiting the prospects for deliberation and providing incentives for both
sides to engage in hard bargaining and to “shop” for favorable international
forums. In addition to this bottom-up perspective, however, we also take a
top-down approach, examining the impacts and the limits of transnational
and international pressures on domestic laws and politics. Both foreign mar-
ket pressures and international regimes, we argue, have exerted pressures for
change in the US and the EU, empowering some actors and weakening others
within domestic political and legal processes; yet the impact of these inter-
national pressures has been blunted by deeply entrenched, path-dependent
patterns of interests and institutions on both sides of the Atlantic.

In this introduction and in the subsequent chapters of the book, we offer
five inter-related arguments, five sets of answers to the above questions about
the origins of the transatlantic and global disputes, the obstacles to resolv-
ing these disputes both bilaterally and multilaterally, the risks and potential
rewards of legal recourse to the WTO, and the impact of international and
transnational developments on domestic regulatory systems in the US, the EU
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and other countries. In analyzing the ongoing struggle over the regulation of
agricultural biotechnology, we draw upon and seek to contribute to rich litera-
tures on politics and law, at both the domestic and international levels.

First, at the domestic level, we ask (in Chapter 2) why the US and EU sys-
tems for the regulation of GM foods and crops look so different, and we survey
theories of comparative law and politics that attribute differences in domestic
regulation to differences in organized interests, political institutions, culture
and ideas, and contingent events, respectively. Although multiple factors con-
tributed to the polarization of US and EU regulatory approaches, we show why
the best explanation for the differences lies neither in innate or “essentialist”
forms of culture (such as US and European attitudes toward food, risk or tech-
nology) nor in institutions alone (such as US specialized agencies compared to
European political processes), but in the ability of interest groups to capitalize
on preexisting cultural and institutional differences, with an important role
played by contingent events such as the European food-safety scandals of the
1990s. We ask, in particular, about the development of the two regulatory sys-
tems over time, drawing on the historical institutionalist literature to under-
stand the conditions under which different regulatory systems are subject to
inertia or path-dependence, resisting pressures for change or displaying the
change only at the margins. The stark differences in the US and EU regulatory
systems were not preordained, we argue, by the interest-group, institutional
or cultural configurations of the two sides; but the differences are real and
strongly resistant to change. The friction between them has led to increasing
trade conflicts and legal disputes, spurring calls for greater transatlantic and
international coordination to avoid, in particular, the threat of a transatlantic
and global trade war.

Second, at the international level, we draw upon a growing body of inter-
national relations and international legal scholarship that focuses on the
promise of regulation through transnational networks, with a particular
emphasis on the prospect of “deliberation” as a form of decision-making in
which governmental and nongovernmental actors put aside fixed positions
and negotiating tactics in favor of a collective search for better understanding
and better policy. We find, however, that the record of transatlantic cooper-
ation on GMOs has largely been one of failure, despite hopes for a new type
of bilateral collaboration through flexible and deliberative networks of gov-
ernment regulators and civil-society groups.® Although we find a wealth of
transatlantic governmental, scientific, business, and civil society networks
arising to address the regulation of GMOs (examined in Chapter 3), the record
of US-EU regulatory cooperation on agricultural biotechnology has shown
only limited evidence of genuine deliberation, particularly deliberation with
concrete policy consequences. Deliberation, we argue, is a hothouse flower
that flourishes only under restrictive conditions, and the sharp disagreements,
intense politicization, and distributive conflicts that characterize agricultural
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biotechnology have all prevented US and EU policymakers from engaging in
a joint deliberative search for the best policy in this area.

Third, we argue that the record of multilateral cooperation (undertaken
within overlapping regimes such as the WTO, the Convention on Biodiversity,
the OECD, and the Codex Alimentarius Commission) has been similarly lim-
ited, characterized largely by strategic maneuvering by both sides to “export”
their own standards and their own principles for risk regulation, and to “forum
shop” among the regimes most likely to produce each side’s favored outcomes,
imposing most of the costs of adaptation to new global norms on others.
We find (in Chapter 4) that cooperation has been frustrated in practice by
the existence of severe distributive conflicts between the two sides (involving
both economic and political costs), which has given rise to overlapping and
(sometimes purposefully) inconsistent regimes for trade, the environment,
and food safety. Although a growing amount of scholarship has addressed the
roles of “soft” law (which is formally non-binding) and “hard” law (which is
formally binding and enforceable) as complementary and mutually reinfor-
cing means for international problem solving, we find that hard and soft law
regimes can constrain each other’s operations, at least as they were initially
intended to function. Our study shows how “soft” law regimes such as the
Codex Alimentarius can become “hardened” because of the implications of
their decisions in “hard” law regimes, while “hard” law regimes such as the
WTO can become “softened” and less certain when they seek means to avoid
substantively deciding contentious issues. The interaction of “hard” and
“soft” law regimes, rather than progressively moving toward a new consensus,
may instead perpetuate the substantive deadlock in member-state preferences,
undermining the effectiveness of both types of regimes in the process.

Fourth, we suggest that despite considerable risks, the US’s complaint
before the WTO Dispute Settlement Body has offered the prospect of some
clarification and mutual accommodation that had hitherto eluded the two
sides in other bilateral and multilateral fora. In Chapter 5, we apply a com-
parative institutional analytic framework to examine the radically different
institutional implications of the interpretive choices that the WTO judicial
panel faced in the EU-Biotech case. We demonstrate how interpretive choices
by a WTO judicial body can attempt to allocate decision-making to differ-
ent institutional processes in which constituencies of different countries, with
varying priorities, perceptions, and abilities to be heard, participate to varying
and always imperfect degrees. At the same time, we show how these choices
are themselves constrained by challenges to powerful members’ acceptance
of WTO judicial decisions, which, in turn, can inform those decisions. While
we pay close attention to the WTO legal texts, the optic here is to see the
WTO judicial process through the lens of governance and not through a judio-
centric perspective focused on judicial interpretation and review. In particular,
we show how the WTO has constrained the conflict by channeling it into
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a “legal” process and thereby deflecting pressure within the US to retaliate
aggressively and unilaterally against Europe, which might have occurred had
there been no WTO. We find that the WTO panel took a procedural approach
in its decision, refusing to articulate a single substantive standard on GMO
regulation, but instead insisting on certain procedural requirements that all
states must observe in adopting their own domestic regulations. In the proc-
ess, we contend, the WTO has empowered domestic political actors (such as
the European Commission) with an interest in complying with WTO law, and
as a result, has encouraged regulators on both sides of the Atlantic to operate
more transparently, taking into greater account the effects of their actions on
third parties.

Finally, we return to the domestic level to assess whether several decades of
discussion, negotiation, and litigation have resulted in significant reform and/or
convergence of the two regulatory systems. We demonstrate that, despite some
domestic changes on each side, the US and EU regulatory systems for agricul-
tural biotechnology show few, if any, signs of convergence toward a common
regulatory model, but continue to differ fundamentally in their respective
approaches to the regulation of GM foods and crops. There has, to be sure,
been some domestic change on both sides of the Atlantic, due at least in part
to external pressures from international markets and international regimes.
In the EU, the Commission and biotech companies have been somewhat
empowered by international developments to resume approvals of new GM
varieties after a long moratorium and to challenge member-state bans against
those already formally approved. On the US side, meanwhile, regulators have
increased the requirements for trials before the commercial release of many
GM seeds, so that these varieties, in fact, are treated distinctly from more con-
ventional ones, despite official US proclamations to the contrary. Even in the
absence of tightened regulation, moreover, US farmers have demonstrated a
reluctance to adopt new GM foods and crops which, they fear, will be rejected
in the EU and other large export markets. In both the US and the EU, however,
these developments have been profoundly path-dependent, taking place at
the margins of regulatory systems that remain unchanged in their funda-
mental approaches. These developments reflect long-standing adaptations to
existing regulations by actors on either side of the Atlantic who have managed
to impede significant reforms even in the face of considerable pressures for
change. In some ways, in Europe we have seen much regulatory reform without
fundamental change in outcomes, and in the US, some mostly market-driven
change without regulatory reform.

In sum, the story of the transatlantic GMO conflict is largely one of failed
attempts at bilateral and multilateral cooperation. The GMO story is, there-
fore, particularly interesting as a case study of the many obstacles—both
domestic and international—to successful cooperation. These obstacles include
the politicization and path-dependence of domestic policies which stymie
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deliberation and mutual accommodation, as well as the existence of trans-
national distributive conflicts and the strategic opportunities provided by
overlapping international regimes. The result is frequent stalemate, fragmen-
tation of international law, and conflict between soft and hard law regimes.
Examining those obstacles and showing them in operation is one of the major
contributions of the book. Yet our account is not a counsel of despair, for
in addition to examining how and why cooperation fails, we also address
ways in which states and regimes can facilitate the ongoing management of
regulatory conflict, and, over time, together with transnational market forces,
influence national regulatory and commercial practices in a (somewhat) more
accommodating manner.

The final chapter of the book offers a summary of our findings, examining
the implications of our study for the future of agricultural biotechnology, in
particular for developing countries, as well as the study’s broader implications
for the prospects and limits of international cooperation in other areas. We
maintain that in a world of rapid technological change, new conflicts over
divergent regulations will continue to arise. New and existing transnational
networks and multilateral regimes will become sites where underlying con-
flicts manifest themselves. We show the severe limits of international political
and legal regimes where domestic policies are strongly path-dependent, and
powerful members have conflicting distributive stakes. In these contexts, inter-
national hard and soft law regimes do not progressively lead to harmonized
mutually beneficial outcomes, but rather can constrain and even undermine
each other’s operations. Yet, even here, we find roles for international law
and international institutions. While international institutions have been
demonized by some and dubbed irrelevant by others, we show how, even with
highly politicized issues over which state representatives engage in strategic
maneuvering and little deliberation, they can channel political conflict into
legal processes, and in this way diffuse conflict and bide time. We show, as
well, how they can empower domestic actors in domestic playing fields, lead-
ing (potentially over time) to some accommodation of difference and some
convergence of practice. We conclude the book by offering our prediction
that, in the end, the technology is likely to be gradually accepted in most
regulatory jurisdictions, but within significant market and regulatory con-
straints for GM foods. With the rise of China, India, and Brazil as players in
the world economy, and as growers of GM products in particular, we address
the importance of these countries’ responses to agricultural biotechnology for
its future.

The rest of this introductory chapter lays out the essential elements of our
arguments, chapter by chapter, regarding the reasons for US and EU regulatory
difference, the resulting difficulties of bilateral and multilateral cooperation,
the interactions of fragmented international legal orders, the deeply disputed
role of the WTO in helping to resolve the dispute, the lack (thus far) of fun-
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damental US/EU convergence, and the implications of the US-EU conflict for
developing countries and the future of agriculture.

1.1. The regulatory context: Agricultural biotechnology
and risk regulation

Genetic engineering, the process used to create GM seeds, crops, and the foods
produced from them, is a technology used to isolate genes from one organism,
manipulate them in the laboratory, and inject them into another organism.
In Chapter 2, we introduce the technology of genetic engineering and address
the arguments of both its advocates and its skeptics. Supporters of agricultural
biotechnology consider genetic manipulation to be merely the latest step in
an ongoing process of human intervention in nature to stabilize and increase
crop yields and improve the nutritional quality, appearance, and taste of plant
varieties. Biotechnology’s skeptics, by contrast, raise concerns over food safety,
environmental harm, agribusiness power, ethics, and broader cultural concerns.

Advocates and opponents of the technology, as in many debates over
risk regulation, argue over the applicability of the key concepts of “risk” and
“uncertainty.” Advocates of the technology, who have been more successful
in the US, focus on cost-benefit approaches to risk, weighing the probability
and magnitude of harm against prospective benefits, in this case in relation to
conventional plant varieties. Opponents and skeptics, who have been more
successful in the EU, in contrast, focus on the concept of uncertainty which
belies the measurability of risks, in particular as regards long-term effects. They
thus call for the exercise of greater precaution before approving GM varieties,
pursuant to application of a rather open-ended precautionary principle. We
review these broader concepts and their use in the specific arguments raised
about the benefits and opportunities offered, and the risks and uncertainties
posed, by the technology.

We also examine the key concepts of “risk assessment” and “risk manage-
ment” and their application in regulatory systems. Risk assessment refers to
the technical assessment of the risks in question. Risk management, in con-
trast, concerns the policy responses to these assessments. These two concepts
are ideal types, as completely segregating risk assessment and risk manage-
ment determinations is difficult (and some contend impossible) in practice.
We will see how deliberation over risk assessment principles and approaches
has been more fruitful in various international fora, while bilateral and mul-
tilateral consultations and negotiations over the appropriate risk manage-
ment approach to the technology have resulted in hard bargaining, strategic
maneuvering, and frequent stalemate.

Regulators have applied a range of risk management policies over time,
including product bans, setting standards to minimize risks “to the extent
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”

feasible,” enacting requirements to eliminate “significant risk,” and engag-
ing in cost-benefit analysis. A number of scholars contend that, while the US
took a lead in risk regulation from the 1960s to the mid-1980s, there has since
been a switch, with Europe becoming the more stringent regulator since the
1990s.° Although there is countervailing evidence that the level of precaution
exercised in the US and Europe varies with the regulatory sector (from nuclear
energy to chemicals and novel foods), we focus on the evidence as to how and
why Europe and the US have taken starkly different approaches to the regula-
tion of agricultural biotechnology, with the EU taking a much more stringent
regulatory approach.

1.2. The domestic sources of the conflict

In the US, the basic regulatory framework for biotechnology was set in 1986
by executive action, when the Reagan administration’s Office of Science
and Technology Policy (OSTP) issued a “Coordinated Framework for the
Regulation of Biotechnology” that continues to shape US biotech regulation
to the present day. Simplifying slightly, the US regulatory framework was
based on the premise that the techniques of biotechnology are not inher-
ently risky and that biotechnology can, therefore, be adequately regulated
by existing federal agencies under existing statutes, obviating the need for
new legislation dedicated to GMOs. The Coordinated Framework established
a division of responsibility among three primary US regulators, with the FDA
serving as the primary regulator of GM foods, the United States Department
of Agriculture (USDA) charged with oversight of the planting of GM crops,
and the Environmental Protection Agency (EPA) responsible for overseeing
the environmental and food safety impact of GM crops that have pesticidal
characteristics. Crucially, these three agencies have generally regulated GM
foods and crops in terms of the characteristics of the product, rather than in
terms of the process by which they are produced.

By comparison with the US, EU regulation of biotechnology was far more
decentralized, and the EU adopted a decision-making process in which the key
decisions were taken not by a specialized regulatory agency such as the FDA,
but by political bodies such as the Council of Ministers, Commission, and
European Parliament, in an uneasy cooperation with “competent authorities”
in each of the member states. The EU has also taken a far more precaution-
ary and stricter approach to biotech regulation, adopting by legislation a spe-
cific and increasingly demanding regulatory procedure for the environmental
release and marketing of GM foods and crops. According to the terms of a 1990
directive (as amended and elaborated by subsequent legislation), all GM foods
and crops are subject to a special authorization procedure, requiring scientific
risk assessment by national and/or European regulators, and featuring much
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greater involvement by political officials in the Union’s regulatory committees
and in the Council of Ministers. In practice, this procedure has led to a much
slower approval of new GM varieties in Europe, and to a six-year (1998-2004)
moratorium on the approval of GM varieties in the Council. Even officially
approved varieties, moreover, have had to meet additional hurdles, including
EU provisions for the labeling and traceability of GM crops, the prospect of
national-level bans on specific GM foods and crops approved at the EU level,
and boycotts of GM products by consumers and retailers.

The causes of these starkly different approaches to the technology are
examined in Chapter 2. Surveying the various accounts of GMO regulation
in the US and the EU, we identify four classes of explanation for the observed
differences. As we shall see, some analysts stress cultural differences in European
and American attitudes toward food or toward risk, with the US purportedly
more risk-acceptant than the EU; some point to institutional differences in US
and European assessments and management of risk, including the existence
of specialized regulatory agencies in the US, and the larger number of institu-
tional actors or “veto players” in the EU; some highlight differences in inter-
est group configurations, with the US being characterized by a larger and more
politically influential biotech sector; and some note the differential impact of
contingent events such as the European food-safety crises of the 1990s.

Against this theoretical backdrop, we argue that the very different
approaches to GMO regulation that we observe between the US and the EU,
were not determined in any straightforward way by either the institutions,
the political culture or the interest-group configurations present on either
side of the Atlantic. It was not inevitable that US regulators would adopt a
product-based approach to GMO regulation, nor was it obvious from the out-
set that the EU would adopt the strict, politicized, and highly precautionary
system that emerged over the course of the 1990s. The best explanation for
the observed transatlantic differences, we believe, is multi-causal, lying in the
ability of interest groups to capitalize on preexisting cultural and institutional
differences, with an important role played by contingent events such as the
European food-safety scandals of the 1990s.

In the US case, powerful interest groups, including the biotech industry
and farmers’ associations, sought a regulatory framework that would treat
new GM varieties as substantially equivalent to their conventional counter-
parts. In doing so, they were able to draw upon a supportive institutional
and cultural context, including a regulatory system featuring strong, special-
ized government agencies, a diverse consumer protection movement that
was divided on GMO regulation, and a cultural tradition of accepting the use
of new technologies in food production. Yet, contingent events also played
a role, including the preferences of a Reagan administration that shaped a
Coordinated Framework giving primary responsibilities to the USDA and FDA
at the expense of the more precautionary EPA.

11
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In Europe, by contrast, pro-GMO interests were weaker, with a smaller bio-
tech sector and an agricultural community that did not take up GM crops
in light of consumer responses to US imports and thus, never emerged as a
champion of the new technology. Pro-GMO interests in Europe encountered
an institutional and cultural framework that provided multiple veto points
(and in particular at the member-state level where national governments
exercised considerably more regulatory authority than states in the US federal
context) and multiple sources of opposition (on environmental, food-safety,
and ethical grounds) to GMOs, resulting in the more demanding, politicized,
and process-oriented, multi-level EU regulatory system. The subsequent evo-
lution of the EU regulatory process in the direction of ever-greater precau-
tion, however, is in large part a direct result of contingent events, namely the
food-safety scandals of the 1990s which undermined public support for the
technology and trust in regulators at a crucial time for the introduction of GM
foods and crops.

Neither the US nor the EU, then, was preordained by its interest-group,
institutional or cultural characteristics to adopt the precise regulatory frame-
work that it did. By the same token, however, once the respective US and EU
regulatory frameworks were adopted, they proved remarkably resilient in their
essential characteristics. The explanation for this resilience, we argue, can
be found in historical institutionalist theory, which examines the effects of
institutions on politics over time, maintaining that institutional choices taken
at critical junctures can persist or become “locked in,” thereby shaping and
constraining the actors later in time. Political institutions and public policies,
in this view, are subject to “positive feedback,” insofar as those institutions
and policies generate incentives for actors to stick with and not abandon the
existing laws and institutions, adapting them only incrementally to changing
political environments. These positive feedbacks may reflect constraints from
above, in the form of legally binding rules that are difficult or costly for polit-
ical actors to change, or from below, as societal actors adapt to and develop a
vested interest in the continuation of specific public policies.!

Insofar as political institutions and public policies are, in fact, character-
ized by positive feedbacks, regulatory politics will be characterized by iner-
tia or lock-ins, whereby existing institutions may remain in equilibrium for
extended periods despite considerable political change; a critical role for timing
and sequencing, in which relatively small and contingent events that occur at
critical junctures early in a sequence shape events that occur later; and path-
dependence, in which early decisions provide incentives for actors to perpetu-
ate institutional and policy choices inherited from the past, even when the
resulting outcomes are manifestly inefficient. At the extreme, institutions and
policies can become self-reinforcing, such that the operation of an institution
or a policy bolsters its societal support base, making it more difficult to change
and more stable in the face of external shocks over time.

12
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In this context, we argue that the US and EU regulatory frameworks for
agricultural biotechnology, while not themselves determined by preexisting
institutional constraints, have since generated significant positive feedback,
lending each system considerable resistance to change, and indeed making
each system self-reinforcing. In each case, timing and sequencing have proven
vital, as the initial regulatory frameworks were adopted at critical junctures
that shaped subsequent developments. In the case of the US, the critical juncture
occurred in the mid-1980s, when the introduction of agricultural biotechnol-
ogy and of GM foods and crops presented policymakers with a crucial set
of choices. In this context, the Reagan administration laid down a compre-
hensive regulatory framework within existing statutory authority, with results
that came close to the preferences of the biotech industry.

The critical juncture in the EU came a few years later, in the context of a
EU with a relatively weakly organized biotech industry, diverse preferences
among EU governments, and a decision-making system with a large number
of veto points (involving key roles for member states demanding increasingly
strict EU-level requirements), with the result that the EU’s initial regulatory
framework laid down a more demanding regulatory procedure closer to the
preferences of GM opponents. In addition, a further critical juncture arguably
came during the second half of the 1990s in the EU, when various food-safety
scandals strengthened the position of those actors who sought to make the
EU’s regulatory framework even more restrictive, resulting in the post-1998
moratorium and the subsequent strengthening of the regulatory framework
early in the following decade.

Just as importantly, in each case, the regulatory frameworks adopted have
generated positive feedback, both by creating institutional rules that could
be changed only with difficulty and by generating adaptations among inter-
est groups and public opinion that contributed to the stability of the two
respective frameworks. In the US, the early adoption of a relatively welcom-
ing regulatory framework contributed to significant investment, the rapid
growth of the biotech industry, and the equally rapid adoption of GM crops
by American farmers, who have represented the bulwark of political support
for the existing framework.

In the EU, by contrast, the early adoption of a relatively restrictive regu-
latory framework, together with the turn against GMOs in public opinion
and the subsequent declaration of a de facto moratorium, discouraged farmers
from planting GM crops, prompted retailers to resist GM foods, and led to the
flight of agricultural biotech investment from Europe, further undermining
interest-group and societal support for GM foods and crops. At the same time,
the EU’s convoluted legislative process, requiring qualified majorities among
the member states in the Council of Ministers and an absolute majority of
a European Parliament that has turned largely against GMOs, has created a
huge institutional hurdle to the fundamental reform of the EU regulatory
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framework. Hence, the politics of GMOs, which were arguably fluid during
the early years of the technology, have become increasingly rigid in both
polities, with strong resistance and high thresholds to fundamental change
on either side.

Whatever their causes, the stark and persistent differences between the two
systems have led to serious transatlantic tensions, as US biotech producers
and farmers have found themselves increasingly unable to export GM foods
and crops that have been found to be safe by US federal regulators to Europe,
or to countries following Europe’s example. In response, the US has brought
increasing pressure on the EU to facilitate the approval of new GM varieties,
culminating in the bringing of a WTO complaint against the EU in May of
2003. The stark contrast between the US and EU regulatory systems, therefore,
is not simply a compelling case of comparative public-policy analysis. It has
become the source of serious transatlantic and international trade and regula-
tory disputes, reflective of conflicts over divergent regulatory approaches that
we will continue to see in the future.

We conclude Chapter 2 by adapting a two-level (and in the EU case, three-
level) game from international relations theory to assess how national and
international politics and law interact. According to Robert Putnam'’s “two-
level games” model, all international negotiations take place simultaneously
at two levels.’® At the international level (Level 1), negotiators (also known as
statesmen, chiefs-of-government or COGs) bargain with their foreign counter-
parts in an effort to reach mutually beneficial agreements, while at the domes-
tic level (Level 2), the same negotiator engages in bargaining with domestic
constituencies, who must ultimately accept the contents of any agreement
struck at Level 1.

In such two-level games, we demonstrate, the bargaining power and the
ultimate outcomes of political cooperation depend not only on the prefer-
ences of COGs—in our case, the US federal government and the European
Commission negotiating on behalf of the EU—but also on the nature and
intensity of preferences among their respective political constituencies. As
we shall see, the intense, highly mobilized, and increasingly entrenched pref-
erences of interest groups and publics on both sides of the Atlantic act as a
source of bargaining power for both COGs, who can claim that their “hands
are tied” by intense domestic pressures over the issue of GMO regulation.
Those same domestic constraints, however, also decrease the “win-sets” of
each side and hence the likelihood of successful cooperation, by making it
difficult for either COG to engage in genuine deliberation or in significant
concessions to the other side, for fear of having the resulting agreement
rejected “back home.” As we shall also see, much of the past decade has wit-
nessed an effort to overcome these obstacles, through deliberation, negotia-
tion, and, ultimately, litigation.
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1.3. The promise and failure of transatlantic deliberation

The relationship between the US and the EU is not, of course, purely con-
flictual, despite the real and significant differences between them over the
regulation of GM foods and crops. While the trade impact of different regula-
tions presents a clear potential for conflict, the US and the EU remain each
other’s largest trading partner and source of direct foreign investment, as well
as political and military allies, and these common interests provide a strong
incentive for both sides to cooperate to achieve a harmonized approach to the
regulation of GM food and crops—or, failing that, to prevent the GM issue
escalating into a full-scale transatlantic trade war.

Toward this end, the US and the EU have engaged in efforts at both bilateral
and multilateral cooperation on GM issues since the 1990s, seeking common
understandings, if not common standards, for the regulation of agricultural
biotechnology. These efforts reflected scholarly claims about the promise
of transgovernmental networks of regulators and about the ability of inter-
national regimes to encourage international cooperation, without the need
for a hierarchical political or legal order at the international level. In practice,
however, both of these routes—bilateral cooperation between US and EU regu-
lators, as well as multilateral cooperation in various international regimes—
have proven disappointing, providing as yet no clear accommodation of the
fundamental differences between the two sides’ approaches.

International relations and international legal scholars have pointed to the
prospectofinternational governance through the so-called “transgovernmental
networks” of lower-level government officials cooperating directly on a day-
to-day basis with their counterparts in other jurisdictions.!* By contrast with
the image of two-level games, in which high-level international negotiators
(COGs) monopolize the representation of domestic interests abroad, trans-
governmental networks raise the promise of direct interactions between tech-
nocratically oriented domestic regulators, who might be expected to work
pragmatically and deliberatively to solve common problems.

Transgovernmental networks are now commonplace in the European
Union, where national regulators have established formal and informal
EU-wide networks in most areas of policy-making, from competition policy,
financial services, and environmental policy to utilities regulation. By the
turn of the twenty-first century, Anne-Marie Slaughter has argued, national
regulators had emerged as “the new diplomats,” bypassing traditional foreign-
ministry channels to cooperate in a “fast, flexible, and efficient” manner with
their counterparts.’ Significantly, we and other scholars have pointed to the
transatlantic relationship and in particular, to the 1995 New Transatlantic
Agenda and the 1998 Transatlantic Economic Partnership (TEP), as an emerging
arena for such regulatory networks, with US and EU regulators interacting
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directly and fruitfully, despite their differences, in areas such as competition
policy and data privacy protection.'®

Some scholars have gone even further, maintaining that these emerging
transgovernmental networks could provide the setting for a sort of inter-
national deliberative democracy, in which national experts would meet, set aside
their preconceived notions about the national interest, and deliberate together
in search of the best available policy in a given issue-area. This emphasis on
deliberation derives largely from the work of Jiirgen Habermas, whose theory
of communicative action has been adapted to the study of international rela-
tions and to the study of EU governance.'” In Habermasian communicative
action, or what Thomas Risse calls the “logic of arguing,” political actors do
not simply bargain based on fixed preferences and relative power, they may
also “argue,” questioning their own beliefs and preferences, and being open
to persuasion and the power of the better argument.'®

Habermas and his followers concede that genuine communicative action or
argumentative rationality is likely to flourish only under a fairly restrictive set
of conditions. In international politics, Risse argues, deliberation, or a logic of
arguing, are most likely under certain specific conditions, including a “common
lifeworld” among the participants, provided by “a high degree of international
institutionalization in the respective issue-area”; “uncertainty of interests and/
or lack of knowledge about the situation among the actors”; and “international
institutions based on nonhierarchical relations enabling dense interactions in
informal, network-like settings.”' These conditions are by no means satisfied
everywhere in international politics, but where they are present, Habermasian
scholars predict that international actors will engage in arguing rather than
bargaining, presenting their arguments in a common language, such as those
of law or science, and proceeding to decisions on the basis of “the better argu-
ment” rather than the bargaining power of the respective actors.

Faced with a situation of growing economic interdependence, US and EU
policymakers in the 1990s onward engaged in extensive efforts at bilateral
cooperation, enlisting networks of scientists, civil-society groups, business
representatives, and especially government regulators from both sides to
exchange views in the hope of fostering better understanding of each other’s
regulatory approaches. In this context, they identified biotechnology as an
area in which structured dialogues might build mutual understanding and
trust, provide early warning of disputes, and perhaps contribute to a gradual
convergence of regulatory approaches to GM foods and crops. Starting in the
1990s, the US and the EU established a series of working groups on GM foods
and crops, bringing together government regulators, scientists, and represent-
atives from business and civil-society groups, in order to deliberate, separately
and together, and possibly find a common ground.

As we shall see in Chapter 3, however, these groups generally did not pro-
duce the level of deliberation desired, or at least any deliberation that has so

16



Introduction and Overview

far had any significant impact on the ongoing transatlantic conflict. US and
EU regulators did meet regularly and exchange information and views during
the 1990s, but they also brought to the table and sought to defend starkly dif-
ferent regulatory approaches, and none of these groups was able to reach an
agreement on practical cooperation in the approval of GM foods and crops,
much less on harmonized regulations. Just as importantly, even if regulators
from the two sides had been able to bridge their differences and move toward
a common approach, both sides found themselves operating in a highly politi-
cized issue-area characterized by strongly mobilized interest groups and by a
volatile public opinion that made it difficult, if not impossible, to engage in
any substantive compromise. Because of this, US and EU regulators declined
to invest significant resources in bilateral regulatory cooperation, but rather
brought their clashing perspectives and demands to multilateral fora.

1.4. The move to multilateral regimes

The regulation of agricultural biotechnology did not remain simply a bilateral
issue. By the late 1990s, other countries were adopting their own regulatory
approaches to GM foods and crops. The choices made by those countries and
by the various international regimes whose competences touched in one way
or another on the issue of agricultural biotechnology, could bolster or under-
mine the US and European positions. Both sides, therefore, sought to advance
their interests through a variety of multilateral regimes such as the WTO
and its Agreement on Sanitary and Phytosanitary Measures (SPS Agreement),
which address trade-related aspects of GM foods and crops; the Cartagena
Biosafety Protocol signed in 2000, as an amendment to the UN Convention
on Biodiversity (CBD), which deals with the environmental implications
of GMOs; the OECD, which examines cross-cutting trade, regulatory, and
technological issues among advanced industrialized countries; and the Codex
Alimentarius Commission, which sets “voluntary” food-safety standards for
conventional as well as GM foods.

For decades, regime theorists have argued that multilateral regimes could
help states to cooperate, by reducing the transaction costs of negotiations,
by facilitating deliberative decision-making among states, and by monitoring
and facilitating state compliance and implementation of agreed rules, stand-
ards, and principles. Consistent with the basic tenets of regime theory, the US,
the EU, and other countries have undertaken negotiations on many aspects of
agricultural biotechnology regulation. Once again, however, successful cooper-
ation—and in particular, a resolution of the fundamental transatlantic dis-
pute—has proven elusive, for two interrelated reasons.

First, many issue-areas in international politics are characterized by stark
disputes about the distribution of costs and benefits from cooperation. While
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all parties to a regime may agree about the desirability of cooperation, they
may and often do disagree about the terms of cooperation, which may result
in unequal benefits and costs for the parties.?° International regimes can con-
tribute to cooperative outcomes in these situations by facilitating negotiations
and establishing common rules, but the presence of distributive conflicts is
likely to impede deliberation and foster hardball bargaining, in which each
side maneuvers to press for an agreement closest to its own preferences.

In the case of agricultural biotechnology, we argue, the US, the EU, and
other countries share a common interest in avoiding a global trade war, but
they differ sharply in their preferred solutions. Each side has sought to pro-
mote international standards and international cooperation on its own terms.
For this reason, within each of the various multilateral fora that we examine
in Chapter 4, the US has sought to promote what it terms a “science-based”
approach to biotechnology regulation, while the EU has sought to secure
international recognition for its more “precautionary” approach. We do find
some evidence of deliberative decision-making on agricultural biotechnology
within multilateral regimes, most notably within the OECD and the Codex
Alimentarius Commission. Such deliberation is most likely, we find, where
negotiations focus on issues of scientific risk assessment, where the negotiators
are themselves scientific and technical experts, and where network deliber-
ations are insulated from domestic public opinion. By contrast, however,
where the subject turns from risk assessment to risk management, where inter-
national trade negotiators and trade concerns play a key role in negotiations,
and where negotiations take place in the shadow of domestic public opinion,
negotiators typically revert to a logic of consequentiality, bargaining from
essentially fixed positions and seeking international codification and support
for their established domestic positions. Deliberative decision-making, there-
fore, is by no means impossible, but it is challenging and relatively rare in the
deeply politicized sphere of GMO regulation.

A second, related impediment to cooperation has to do with the inherently
cross-sectoral nature of agricultural biotechnology, which implicates numer-
ous ministries and agencies within government, which in turn represent
governments in different multilateral regimes in diverse areas such as trade
(WTO), the environment (CBD), food-safety standards (Codex), and those of
a cross-cutting nature (OECD). Within such a “regime complex” in which dif-
ferent institutions offer different opportunities for strategic actors, the states
frequently engage in “forum shopping,” favoring the specific regime or forum
most likely to produce their preferred outcomes.?! The existence of multiple
overlapping regimes with no clear hierarchy in a fragmented international
legal system, moreover, tends to produce legal inconsistencies among regimes
reflective of underlying differences among powerful actors, further clouding
the prospects for successful cooperation. This phenomenon of regime com-
plexes, moreover, is related to the problem of distribution, insofar as distribu-
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tive conflict provides the states with incentives to forum-shop among different
regimes within a regime complex, or to create new regimes deliberately to sup-
port their own positions and undermine those of the other side.

This is indeed the pattern we find in the case of agricultural biotechnology.
Both the US and EU sought to promulgate global standards for agricultural
biotechnology that reflected their own domestic standards, protecting their
own carefully negotiated regulatory standards and exporting the costs of
adjustment to the other side.?? In the process, both sides also shopped actively
for the international forum most likely to support their respective efforts. We
find that the US demonstrates a clear preference for the WTO forum, with its
emphasis on trade and its disciplines on the use of non-tariff barriers, while
the EU has shown a preference for the CBD and the Biosafety Protocol, with
its greater emphasis on environmental impacts and on the importance of
precaution.

We also find substantial and as yet unresolved inconsistencies among the
various fragmented regimes, which place variable emphasis on the import-
ance of free trade and of environmental protection, with no overarching hier-
archy to resolve conflicts among them. For these reasons, none of the various
multilateral regimes has yet resolved the fundamental differences between the
US and the EU over the regulation of GMOs, which remains fundamentally
contested after more than a decade of multilateral negotiations.

Indeed, one of our novel findings is that the inconsistencies and conflicts
among regimes have influenced the nature of the regimes themselves, includ-
ing the long-standing distinction between “hard” or formally binding law on
the one hand, and “soft” or non-binding law on the other. As we shall see, the
reputedly “hard” rules of the WTO have been “softened,” made more flexible
and less predictable, as the WTO’s judicial process has sought to accommodate
environmental and health concerns, such as those reflected in the Biosafety
Protocol and debates within Codex. The so-called “soft” law mechanisms
within Codex, by contrast, have been “hardened” because of concerns over
the possible implications of Codex decisions in WTO dispute settlement, as
large states have sent trade delegates along with food-safety technical experts
to discuss the adoption of new “voluntary” standards and principles. For this
reason, we argue, Codex, which earlier was more deliberative in its standard-
setting processes, is more frequently characterized by the same disputes, coali-
tions, and hardball bargaining that characterize negotiation and litigation
before the WTO. Hence, we find that hard and soft law regimes do interact,
as previous scholars have argued, but they do so in ways that can also under-
mine, rather than take advantage of, their respective strengths.

Yet, we also maintain that these tensions among international law regimes
should not necessarily be lamented. The conflicts reflect underlying differ-
ences among states and state constituencies (and in particular, powerful ones)
in a diverse, pluralist world. Overlapping regimes, involving “hard” and “soft”
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law mechanisms, can also provide a service to each other, signaling the states
and international decision-makers to tread softly in applying their particular
rules by taking account of related international developments.

1.5. The peril and promise of WTO adjudication

Transatlantic tensions over the regulation of GM foods and crops built steadily
over the course of the late 1990s and into the following decade, yet for much
of this period the US chose not to avail itself of options within its preferred
international forum, the WTO. During this period, the US government came
under increasing pressure from agricultural producers to bring a case before
the WTO'’s Dispute Settlement Body. US biotech firms joined agricultural asso-
ciations in arguing that the EU’s strict regulation of GMOs, and in particular,
its unofficial moratorium on the approval of new GM varieties, damaged US
interests and violated the provisions of WTO law. Despite these pressures, the
Clinton administration, and for a time the George W. Bush administration,
resisted the temptation to bring a legal complaint against the EU at the WTO.
In May 2003, however, the Bush administration’s forbearance gave way, and
the US, joined by Canada and Argentina, brought a WTO complaint against
the EU, alleging that the Union’s de facto moratorium on new approvals, as
well as the national bans on approved varieties, constituted a violation of the
SPS Agreement. In Chapter 5, we examine the reasons for the US decision to
bring a complaint before the WTO, analyze the legal issues before the WTO
panel in terms of their broader institutional implications, and weigh the pos-
sibility that the case, despite its obvious risks, might have a beneficial impact
by clarifying the parties’ obligations under WTO law, stabilizing the conflict,
and encouraging greater transparency and accommodation in GMO regula-
tion on both sides of the Atlantic.

By 2003, we argue, the Bush administration had come to believe that the
costs of bringing a WTO case (further backlash against GMOs in Europe, spread
of the anti-GMO movement to the US) had partially abated, while the global
stakes of the debate, and thus the potential benefits of a WTO case, had sub-
stantially increased. During this period, a number of advanced industrialized
countries had followed the EU’s lead in requiring special approval and labeling
procedures for GM foods and crops, and instituted moratoria on GM plantings,
while some less developed countries in Africa had gone so far as to reject the
provision of GM corn offered as food aid. If the US failed to act promptly,
Bush administration officials feared, these policies could become entrenched
beyond Europe and difficult to change later. At the same time, however, the
number of countries growing significant acreage of GM crops had increased
to include major agricultural producers such as Argentina, Brazil, Canada,
China, and India, and though to a relatively minor extent, even Spain and
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Germany within the EU.?? In this context, the US had a strong incentive to try
to arrest the spread of the EU’s precautionary approach to a growing number
of countries that might share Europe’s views.

Significantly, the US and other complainants did not challenge the EU’s legis-
lative framework for GM approvals as such, nor did they challenge (despite loud
complaints from producers) the EU’s more recently adopted labeling and trace-
ability provisions. Instead, the complaints focused on the EU’s implementation
of its regulatory framework, challenging three specific EU actions: (1) the EU’s de
facto “general moratorium” on new approvals; (2) “product-specific moratoria,”
or failure to approve particular GM varieties found to be safe by the relevant EU
scientific bodies; and (3) the persistent use of “safeguard provisions” by individ-
ual EU member states to ban GM varieties that had been approved as safe by the
Union’s own scientific experts. In all three cases, the complainants argued, the
Union had failed to base its regulatory decisions on scientific risk assessments
as required under Article 5.1 of the SPS Agreement, and those decisions were,
therefore, inconsistent with EU obligations under WTO law.

The EU, by contrast, denied the existence of any moratorium, maintaining that
new approvals needed to wait until after the completion of the EU’s regulatory
framework. It further argued that the SPS Agreement did not apply (or applied
only in part) to the regulation of GMOs, since the EU was concerned with the
protection of its environment which fell outside of the SPS Agreement’s scope.
The EU contended that the legal claims should thus be assessed under other
WTO and non-WTO agreements, including that of the EU’s preferred forum,
the Cartagena Biosafety Protocol.

In September 2006, the WTO dispute-settlement panel issued its decision,
which was over one thousand pages of text. The panel expressly avoided
examining many crucial issues and most particularly the questions “whether
biotech products in general are safe or not” and “whether the biotech products
at issue in this dispute are ‘like’ their conventional counterparts.” The panel
ruled primarily in favor of the US, but largely on procedural and not substan-
tive grounds. It first found that the SPS Agreement applied to all of the legal
claims. It then held that the EU had engaged in “undue delay” in its approval
process in violation of Article 8 and Annex C of the SPS Agreement, and thus
had yet to take an “SPS measure.” In this way, the panel avoided determin-
ing whether the EU had based a decision on a risk assessment or whether the
assessments showed actual risks or greater risks than for conventional plant
varieties, because these SPS Agreement obligations only applied to “SPS meas-
ures.” Ironically, by deciding that the EU had engaged in undue delay before
taking an “SPS measure,” the panel which took almost three years to issue a
decision (in a legal process that was not to exceed nine months), itself avoided
making any substantive evaluation.

Regarding safeguards enacted by EU member states, in contrast, the panel
found that all of them were “SPS measures” that violated the EU’s substantive
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obligations under Article 5.1 of the SPS Agreement because they were “not
based on a risk assessment.” It noted, in particular that the EU’s “relevant
scientific committees had evaluated the potential risks...and had provided a
positive opinion.” Thus, while the panel refrained from substantively evaluat-
ing decisions at the EU level, it expressly found that the member-state bans
were inconsistent with the EU’s substantive WTO commitments. Since the
European Commission was already opposed to such member-state safeguards
and member-state delay in the approval process, the WTO panel decision
effectively reconfirmed the Commission’s position in intra-EU politics, and
thereby could potentially lead to greater transatlantic accommodation.

In Chapter 5, we apply a framework of comparative institutional analysis
to assess the WTO panel’s interpretive choices in terms of their institutional
implications. This framework allows us to see how the WTO judicial proc-
ess can attempt to allocate power structurally from one institution and one
level to another, thus affecting who participates and how they participate in
deciding which substantive policies to pursue. We examine and evaluate five
radically different institutional alternatives available to the panel through its
interpretation of the relevant WTO texts, ranging from deference to national
law-making, to “judicial balancing,” to allocation of decision-making to inter-
national political processes or to international markets. By shifting author-
ity among institutional alternatives, the WTO judicial process alters relations
between the decision-makers and the affected public. The optic here is to
see the WTO judicial process through a broader lens of governance and not
through a judiciocentric perspective focused solely on judicial interpretation
and review. We show how, in the end, the panel chose to focus on the pro-
cedures of the EU approval process, and in this way effectively deferred to
substantive decision-making in the EU, although subject to internationally
imposed procedural constraints. We further show the similarities and differ-
ences of our comparative institutional approach with analytic frames cur-
rently used in the legal academy, such as global constitutionalism, conflict of
laws/legal pluralism and global administrative law.

We then examine the WTO panel decision in light of the sociological legi-
timacy constraints confronting the WTO. In this way, we assess how national
legal contexts reciprocally affect WTO legal decisions in an interactive process.
The WTO judicial system, while striving toward objectivity in its rulings and
deploying highly legalistic analysis, is necessarily concerned with compliance
by the parties to the dispute and the general acceptance of its decisions by
WTO members, especially those on whom the WTO'’s effectiveness depends.
Even before the panel’s GMO decision, the jurisprudence of the Appellate
Body indicated a willingness to provide significant discretion to domestic regu-
lators in determining the appropriate level of risk for the members of their
society. In this case, we argue, the WTO dispute-settlement panel again left
discretion to the EU in determining the level of acceptable risk, while spelling
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out the procedural decision-making requirements that it must meet before
implementing trade-restrictive measures on GM foods and crops.

More generally, we contend, the WTO judicial process, while undertaken
by unelected officials operating far from the purview of ordinary citizens, may
nevertheless play a positive role, although subject to real constraints that we
address. To start, it can help to manage trade conflicts by channeling them into
a legal process. In our case, for example, it has helped US officials counter pres-
sures to retaliate unilaterally against the EU’s measures, which might well have
occurred in the absence of WTO dispute resolution. In addition, the WTO judi-
cial process can help clarify members’ procedural obligations to justify their
decisions to other members who may be adversely affected, including by refer-
ence to a scientific risk assessment. In this way, the WTO judicial process can
help to correct the parochialism of national decision-making. WTO decisions,
while frequently controversial and contested, have arguably pressed national
decision-makers to make decisions that better take account of the impacts on
foreigners while still meeting their regulatory objectives, and to justify those
decisions in a transparent manner, knowing that they are potentially subject
to scrutiny and review before the WTO dispute-settlement system.

Put differently, WTO rulings have not required substantive convergence of
US and EU approaches to risk regulation, but they have spelled out proce-
dural obligations that members have toward each other when seeking to pro-
tect their own societies from the various risks of modern life. In doing so,
they can lead to greater accommodation of divergent regulatory systems in
at least two ways. First, procedural obligations based on the use of public
reason, building from scientific risk assessments, can empower certain actors
in domestic processes (such as the European Food Safety Authority, the
European Commission and the European Court of Justice, in our case) that
lead to different substantive decisions on particular matters. Second, in cases
where regulation decisions are challenged and are found to have met the pro-
cedural requirements, the WTO legal process may lead to greater acceptance
of the foreign decision by the other side. In both ways, the WTO dispute-
settlement system can facilitate accommodation of divergent regulatory deci-
sions. Nonetheless, as we will see, where social and regulatory approaches to
technology and its risks are deeply engrained, the impact of the WTO or any
other international or transnational body on substantive regulatory conver-
gence, at least in the shorter term, is significantly constrained.

1.6. US and EU regulatory developments since 2000:
Continuity, change, and (lack of) convergence

Many analysts have expressed hopes that the US and EU regulatory systems
might converge, relieving the friction between them, whether through joint
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deliberation or as a result of pressures exerted by international organizations
such as the WTO, by national and transnational interest groups and public
opinion, or by market forces. Many American observers, for example, hoped
that the EU, under pressure from the WTO, might move toward what the US
calls a more “science-based” and less “politicized” system of regulation which
would, in turn, facilitate the approval of new GM varieties. Many European
observers, by contrast, hoped that either public opinion or market pressures
would prompt a process of “trading up” in the US, which might become
more precautionary in its own regulations and thus more accommodating of
European regulatory choices.

In Chapter 6, we review the impact of transnational political, legal, social,
and market pressures on EU and US policies toward agricultural biotechnology.
We identify the direction and the sources of change, and assess the evidence
for convergence between the two systems. In both cases, we find, pressures
from international markets and international institutions have provided
some incentives for domestic change, but the impact of these pressures has
been limited and channeled by the entrenched and path-dependent nature of
interests and institutions on both sides of the Atlantic.

In the EU, the period since 2000 has witnessed a root-and-branch reform
of the regulatory system for agricultural biotechnology, as the European
Commission has sought to reassure the public about the completeness and
the rigor of the EU regulatory system, and thereafter resume the stalled
approval process for new GM foods and crops. Beginning with the publica-
tion of a White Paper on Food Safety in 2000, the Commission has proposed,
and the Council of Ministers and European Parliament have adopted, a raft
of new legislation regulating every aspect of GM food production “from farm
to fork.” Among other measures, the EU has strengthened the original 1990
directive on the release of GMOs into the environment, extending the scope
of the regulation to include GM feed as well as products derived from, but no
longer containing, GMOs. In addition, the Union has adopted binding legis-
lation providing for mandatory labeling and traceability of all GM foods and
crops, as well as a recommendation on the coexistence of GM and conven-
tional crops, and new rules on the approval and cataloging of GM seeds. The
Union’s new legislative framework incorporates some elements of US practice
and of WTO jurisprudence. Most notably, it requires scientific risk assessment
of each GM variety by a newly created independent agency—the European
Food Safety Authority (EFSA). The adoption of this strict and comprehensive
regulatory framework was aimed, in part, at reassuring the European pub-
lic about the adequacy of regulatory controls and hence at ending a six-year
moratorium on the approval of new GM varieties in the Council of Ministers,
which was one of the targets of the US legal complaint before the WTO. The de
facto moratorium did indeed end in May 2004, in the middle of the WTO case,
with the approval by the Commission of a new variety of GM maize.
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However, the controversy over GM foods and crops shows no signs of abat-
ing in the EU. Public opposition to GMOs remains high throughout Europe
(including in the twelve new member states that joined the Union since 2004).
This opposition has been reflected in the Council of Ministers, which has con-
sistently deadlocked on the approval of new GM foods, leaving the final deci-
sion to the unelected European Commission. Although the Commission, for
its part, has wanted since 2004 to overturn a series of national bans on specific
GM varieties, which the EU’s own scientists have found are not supported by
scientific evidence, the Commission’s efforts were repeatedly rebuffed by the
Council, where a large number of member states opposed the initiation of a
legal challenge by the Commission.?* Moreover, other aspects of the revised
EU legislative framework, such as its labeling and traceability provisions, rep-
resent a further move away from the more accommodating US model, so that
the EU system has actually gotten worse for many US growers. Even though
the EU has developed a complex framework for the approval of GM crops and
foods, whether they will be approved and, in light of the new labeling and
traceability requirements, actually marketed, remains in doubt.

For these reasons, we conclude that the EU regulatory system, despite its
many modifications over the past decade, remains, as it has been, a strict and
highly precautionary system. It continues to regulate GM foods and crops
stringently in terms of the process of their production (their use of genetic
engineering), rather than the characteristics of the product. More importantly,
in practice it continues to impede the commercialization of GM foods and
crops in Europe as well as around the world because of the importance of the
EU market for foreign farmers and the overall normative influence of the EU
in global politics.>® In sum, we argue that while the EU regulatory system has
been overhauled, EU policies and practices remain similar in their effects. In
this sense, the EU’s increasingly complex, Byzantine system for authorizations
and marketing of GM varieties, incorporating multiple governmental actors
and non-government stakeholders, can be viewed as something of a Potemkin
village. The de jure regulatory system, with its many procedures for consult-
ation, looks impressive on the surface. But for many non-EU constituencies
the system appears to be largely a sham to meet formal WTO requirements,
as key member-state veto players ensure that no GM crops or foods are mar-
keted, regardless of scientific risk assessments. The result, in their view, is lots
of costly show, but with a predetermined outcome. We call this reform without
change.

In the US, meanwhile, national regulators had adopted a more flexible,
product-oriented regulatory system, while biotechnology companies and
farmers had embraced GM foods and crops far more readily than in Europe.
By the end of the 1990s, the US faced some pressures for change, leading some
scholars to speculate that the US might “trade up” to the precautionary and
process-based European approach.?® These pressures took the form of three
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inter-related phenomena: (1) commercial adaptation, which occurs when US
firms or farmers voluntarily comply with EU standards, in order to gain access
to the EU market (e.g., growing only EU-approved GM varieties); (2) polit-
ical mobilization, which occurs when domestic US interest groups, spurred
(at least in part) by events in Europe, mobilize for stricter GM regulations;
and (3) policy change, when US authorities adopt stricter domestic regula-
tory practices, whether to protect Americans from risks or to reassure foreign
markets and foreign governments of the safety and content of US products.?’
A careful analysis of recent US events provides some evidence of commercial
adaptation and political mobilization, as well as some modest policy change.
However, these policy changes largely reflect an incremental elaboration of
the traditional US system rather than any regulatory overhaul in the direction
of the EU’s approach.

With regard to commercial adaptation, US farmers’ and growers’ associ-
ations have based their decisions on which crops to plant at least in part on
the regulatory standards of the EU and other important markets such as Japan
and Korea. Many farmers, for example, have concentrated production of corn
and soybeans in those GM varieties that have been approved for marketing
in the EU, while resisting the introduction of new GM wheat or rice varieties
not approved for use in the EU. We also find some evidence of US farmers
avoiding the use of US-approved and even EU-approved GM crops, in order to
appeal to the EU market for GM-free foods and avoid having to comply with
the EU’s increasingly strict labeling and traceability requirements. The com-
mercial prospects for new GM foods and crops in the US, therefore, remain
unclear. On the one hand, US farmers have showed little inclination to aban-
don established GM varieties, such as soybeans, cotton, canola, and corn, the
use of which continues to grow in the US. On the other hand, GM production
in the US has increasingly concentrated on these four crops, while notification
of new varieties and commercial acceptance of other GM crops have decreased
from the rapid pace of the late 1990s.

With regard to political mobilization, the evidence suggests that media
coverage of the US/EU dispute, together with certain domestic scandals such
as the 2000 Starlink controversy (in which a GM corn approved only for ani-
mal feed was found in corn chips and other food products), provided oppor-
tunities for US consumer and environmental groups to mobilize in opposition
to GM foods and crops. This mobilization has so far been unsuccessful in
the US (unlike in Europe), and there is little evidence that US public opinion
shares the deep distrust toward GMOs felt by the European public. Polls show
relatively high levels of trust in federal regulators such as the FDA, and much
less support (and even less intensive political pressure) for stricter regulation
of GM foods in the US.

At the level of federal regulation, finally, there have been debates among
US legislators and regulators about possible reforms of the US regulatory
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process, but the US Congress has not produced any significant changes to
the statutory basis for US biotechnology regulation. In the absence of legisla-
tive action, the most important regulatory developments have come from
government regulators such as the FDA and the USDA, which conducted vari-
ous hearings and studies to consider administrative changes to the existing
regulatory system, including the possibility of introducing mandatory label-
ing or premarket approvals of new GM varieties. These hearings led the FDA
to make some changes to its procedures, including the issuing of guidelines
for companies to undertake voluntary notification to the FDA of new GM
foods, as well as guidelines for companies wishing to voluntarily label their
products as being organic and thus produced without the use of GM var-
ieties. Nevertheless, the agency declined to follow the EU practice of requir-
ing mandatory prior approval of all GM foods and crops, nor did it endorse
mandatory provisions for the labeling and traceability of GMOs. In addition,
some farm groups have asked the USDA to take account of administrative
authorizations of GM varieties in key export markets before permitting
their planting in the US because of the difficulty of segregating grains to
ensure they meet that market’s requirements, but so far it has not been done.
Reform of the US regulatory system thus remains on the US agenda, with
the USDA also undertaking reviews of its regulatory procedures, but such
reforms are likely to be piecemeal and relatively modest in comparison with
Europe’s regulatory requirements. Hence, by comparison with the EU, where
we found much reform with little or no fundamental change, in the US we
find some, primarily market-oriented, change without reform of the regulatory
framework.

In both cases, moreover, we find striking evidence of positive feedback, self-
reinforcing systems, and path-dependent development. In the US case, the
early adoption of a welcoming regulatory framework in the 1980s contributed
to the growth of a strong biotech industry and the widespread acceptance
of GMOs among farmers and (to a lesser extent) public opinion, creating a
powerful constituency for the new technology from below. At the same time,
US institutional rules privilege the status quo, in which GMOs continue to
be regulated under the two-decades-old Coordinated Framework, which has
changed only at the margins in the absence of new Congressional legislation.
In the EU case, by contrast, the early adoption of a highly restrictive regula-
tory framework, together with the food-safety crises of the mid-1990s, dis-
couraged farmers from planting GM crops, prompted retailers to resist selling
GM foods, and led to a flight of biotech investment from Europe, all of which
undermined political support for GM foods and crops. Furthermore, the EU’s
supermajoritarian legislative rules, requiring a qualified majority among dis-
parate states in the Council of Ministers, as well as a majority in the Furopean
Parliament, have created a huge institutional hurdle to any fundamental
reform of the EU regulatory framework.
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The story of GM crops and foods is an ongoing one, and there could be
more convergence in the future in response to increasing understanding by
regulators of the risks or benefits of GM foods and crops, or to exogenous
shocks such as a future food-safety or environmental crisis, or to a change in
the framing of the issues in light of developments in large developing coun-
tries such as Brazil, China, and India. We conclude that indeed, the period
since 2000 has seen some changes in US and European regulatory procedures
and market behavior. Some elements of these changes can be interpreted as
responses to external pressures, and as modest steps by each side toward some
movement that accommodates the other. Yet despite these changes, we find at
best limited evidence of fundamental convergence between the two systems.
Notwithstanding more than a decade of negotiation, deliberation, and dis-
pute, the differences between the US and EU regulatory systems have proven
to be robust and enduring.

1.7. Conclusions

In the conclusion (Chapter 7), we draw out a series of five policy lessons from
our study. We find in particular that the transatlantic dispute over transgenic
foods and crops is unlikely to be resolved in the near future, whether by bilateral
deliberation, multilateral negotiation, gradual market-driven convergence, or
international litigation. Yet, we argue, the dispute can and should be managed
through a combination of these and other methods. Bilateral consultations
have thus far failed to live up to the high expectations of deliberative decision-
making. Yet, we do find evidence of deliberation among scientific experts over
risk assessment, and this effort to establish scientific (if not political) consen-
sus is worth pursuing, preferably within multilateral regimes like the OECD
and Codex, which have the additional advantage of including third parties
who engage in the regulation and trade of GM products. Multilateral regimes,
while subject to distributive conflicts and to forum-shopping and inconsist-
ency across regimes, also have a potentially positive role to play, by lower-
ing the transaction costs of negotiations, providing a common vocabulary for
discussing GMO regulation, clarifying at least some of the mutual obligations
of the parties, and contributing to regulatory knowledge and capacity-build-
ing. We find that the WTO, while treading relatively lightly in a deeply politi-
cized area, can have—and has already had—a positive impact on the conflict,
by channeling the dispute into legal processes, clarifying the procedural obli-
gations of both sides, and catalyzing the pressure to increase the transparency
of domestic regulatory processes.

During our study, an important new factor arose—the emerging role of
large developing countries in the struggle over genetically modified crops.
China and India have adopted GM cotton for textiles, and Brazil and Argentina
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have adopted GM soy. With the rise of these countries as players in the world
economy and in its governance, other developing countries may look to them
when making their own choices about GM varieties. We therefore also con-
clude the book by examining how the US-EU dispute has affected the devel-
oping countries, and the role that these countries may play in shaping the
future of agricultural biotechnology in a dispute that is no longer purely trans-
atlantic but increasingly global in scope.

Not surprisingly, in light of the many domestic and international pressures
on developing-country policy, and in the absence of a generally accepted glo-
bal standard, developing countries have adopted a wide range of regulatory
stances toward agricultural biotechnology, running the gamut from US-style
acceptance and widespread commercialization to strict rejection of the new
technology. Looking across the developing world, we nonetheless see two
broad and somewhat contradictory trends in the regulation and commercial
adoption of GM foods and crops. On the one hand, cross-national surveys
of GMO regulation indicate that with a few exceptions, the general trend in
regulation has been toward greater stringency. A growing number of coun-
tries have enacted new regulatory approval and monitoring requirements, as
well as more restrictive rules for the importation and labeling of GM foods
and crops, reflecting in part transnational capacity-building efforts catalyzed
by the Cartagena Biosafety Protocol. At the same time, however, studies
on GMO cultivation and commercialization reveal impressive increases in
the adoption of GM crops, with the greatest growth rates in the developing
world. Indeed, it seems likely that larger developing countries such as Brazil,
China, and India will continue to invest in GM technology, cultivating a
select group of GM crops, and most others will agree to import at least some
GM products.

In sum, if we extrapolate from current trends, it seems likely that agri-
cultural biotechnology will be increasingly accepted over time, albeit within
significant market and regulatory constraints for GM foods directly consumed
by humans. Nonetheless, the development of GM foods and crops, their regu-
lation and commercialization, are also likely to continue to be shaped, for
good or ill, by future contingent events. A major food-safety or environmental
crisis involving GM foods and crops is, in our view, unlikely in light of over a
decade of experience—yet such a crisis, if it occurred, would likely have a pro-
foundly negative impact on the commercial acceptance and future regulation
of GM foods and crops around the world. In contrast, the development and
adoption in developing countries of second-generation GM crops that signifi-
cantly benefit the world’s poor could also help swing public opinion, markets,
and regulators in favor of agricultural biotechnology around the world. To
the extent that a resolution of the conflict is possible, it is most likely to be
catalyzed neither in the courtroom nor at a negotiating table, but in the labora-
tory and in the fields.
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1.8. A note on methods and theoretical implications

Finally, before proceeding in the next chapter to the challenges of risk regu-
lation and genetic engineering, we close this chapter with a brief discussion
about the nature of our chosen topic, the generalizability of our findings, and
the research methods we have employed. We have chosen to delve deeply into
a particular policy area in which political and legal institutions at multiple
levels interact within a global market context, rather than address multiple
issue-areas, as we have done in earlier work.?® The dangers of generalizing
broader conclusions from a single case study are well known, and we take care
throughout the book to acknowledge the aspects of the dispute that are dis-
tinctive to the subject of agricultural biotechnology. We, nonetheless, decided
to focus on this case for three reasons.

First, the regulation of GM foods and crops is an area of major public policy
import involving revolutionary technologies that could bring significant ben-
efits, yet are also considered by many to pose considerable risks. The trans-
atlantic dispute over agricultural biotechnology matters not only for farmers and
biotech companies that produce GM foods and crops, but also to each of us, for
whom it will affect the food we eat, the clothes we wear, and the environment
we inhabit. In a world where agricultural trade continues to grow faster than
agricultural production, and where the global food distribution system cannot
guarantee the segregation of seed varieties, the resolution of the regulatory con-
flicts between the US and EU will facilitate or impede the adoption of agricul-
tural biotechnology, and in this way, will shape the future of agriculture.”

Second, we believe that the GMO conflict is emblematic of issues that
will arise in the future, in an economically globalized world characterized
by rapid technological changes having uncertain effects. Current disputes
over Europe’s new legislation for chemicals, and potential future ones
over nanotechnology are two examples. Future technological developments,
including agricultural biotechnology, will affect a broad spectrum of concerns,
ranging from international competitiveness, trade and investment, research
and development, environmental risk, human and animal welfare, consumer
protection, poverty eradication, human rights such as food security, the ethics
of new research, the relative roles of scientific and political oversight of regula-
tory approvals, and the impact of foreign and international law and of global
markets on national decision-making and local social orders. Understanding
how domestic polities have governed the new technology of GM foods and
crops, and how international networks and regimes have succeeded or failed
in coordinating domestic regulations in the face of risk, is therefore, a crucial
step in understanding the regulatory challenges to be faced in a rapidly chan-
ging world in the years to come.

Third, and most generally, the GMO case is one in which two large, mar-
ket-oriented and democratic actors have attempted repeatedly to cooperate
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in an area that would traditionally have been characterized as “low politics”
in international relations, and in which a plethora of bilateral networks and
multilateral regimes stood ready to facilitate cooperation. Yet, such efforts at
cooperation have failed repeatedly, leading us to believe that a careful under-
standing of the GMO case would reveal both the impediments to successful
cooperation and the contributions that international institutions and inter-
national law might nevertheless make when cooperation fails.

Throughout the book, therefore, our aim is not only to investigate and offer
a definitive empirical account of the transatlantic GMO dispute—although we
hope we have done just that—but also to draw on a series of “mid-range” the-
ories that address the various aspects and stages of the dispute, and to engage
in the testing and further elaboration of those theories. Hence, in Chapter 2,
we elaborate the theories of comparative public policy-making, path-depend-
ence, and two-level games; in Chapter 3, theories of deliberation and persua-
sion; in Chapter 4, theories of distributive bargaining, regime complexes, and
forum-shopping; in Chapter 5, legal theories of international judicial decision-
making; and in Chapter 6, theories of international-domestic law and policy
interaction. In one sense, therefore, this book represents “applied theory,”
drawing on theories of politics and law to analyze and think critically about
one of the vital public-policy issues of our day.>° At the same time, however,
we believe that our analysis of the GMO case has implications for broader the-
oretical inquiry, providing an important test case for theories of public policy-
making, network governance, and deliberation, and generating new insights
and hypotheses about the workings of international “regime complexes,” the
interaction of hard and soft laws, and the role of international courts and
tribunals when cooperation fails. We, thus, make no attempt to develop any
“grand theory” of the GMO conflict, but rather seek, in this book, to borrow
from theoretical literatures on each of these topics, while also aiming to make
contributions back to those literatures, identifying the implications and les-
sons of our findings for the study of international relations and international
law more generally.

In methodological terms, this study is based on more than eight years of
joint empirical investigation, drawing on a wealth of primary and second-
ary sources, including official documents from the US and the EU, as well
as non-governmental organizations and the many multilateral regimes that
have dealt with one or another aspect of the conflict. Crucially, moreover, we
have cross-checked our findings from these written sources against interviews
with a wide range of European and US government regulators, international
civil servants, scientists, representatives of business, farmers associations,
anti-GMO activists, and other stakeholders holding different ideological and
policy orientations about the dispute. In many cases, these individuals have
requested anonymity in making their comments, and in those cases we have
identified these subjects by their institutional affiliations and the date of the
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interview; where subjects have agreed to allow it, we have identified them
by name. In addition, we have attempted, wherever possible, to corroborate
information gleaned from interviews in other sources, to minimize our own
and the reader’s reliance on non-replicable interview data. Throughout the
book we have attempted to process-trace®' our hypotheses and claims at both
the national and international levels, triangulating on our subject using all
available sources, whether primary or secondary, quantitative or qualitative,
written or interview-based, and we have documented our sources as fully as
possible in the footnotes and references to the book.

Although the empirical story of GM foods and crops is a moving target,
we hope that this study provides an accurate and insightful analysis of the
domestic sources of international regulatory conflict; the attempts at and
impediments to cooperation through deliberation and bargaining in trans-
national networks and multilateral regimes; the roles that international law,
international regimes and international markets can nonetheless play, albeit
within severe limits that we identify, in domestic systems; and ultimately
what happens to international law, international regimes and markets, when
cooperation fails.
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The Domestic Sources of the Conflict:
Why the US and EU Biotech
Regulatory Regimes Differ

The US and the EU represent the two largest economies on earth and, at least
at first glance, possess striking political similarities: both polities are part of
the advanced industrialized world, both are democratic, and both feature
federal or quasi-federal political systems in which power is shared between
the state and central governments in Washington D.C. and Brussels, respect-
ively.! Despite these similarities, the US and the EU have taken sharply differ-
ent approaches to the regulation of agricultural biotechnology, adopting not
only different regulatory standards but also different regulatory systems for the
approval and marketing of GM foods and crops. These different approaches,
which have aptly been called “regulatory polarization,”? have in turn led to
bilateral trade disputes and to a contest in which each of the two parties has
sought to export its own approach to the rest of the world.

Analysts have identified a number of causes that could explain these dif-
ferences. Some stress cultural differences in European and American attitudes
toward food or toward risk; some point to institutional differences in US and
European assessments and management of risk; some highlight differences in
interest group configurations; and some note the differential impact of contingent
events. In this chapter, we present the respective regulatory systems put in
place during the 1980s and 1990s by the US and the EU to govern GM foods
and crops, offer an explanation for the differences that arose, and trace the
dynamics that led to the transatlantic dispute. As we shall see, the US opted to
treat GM foods and crops as essentially equivalent to their conventional coun-
terparts, regulating them under existing laws administered by three US regula-
tory agencies—the Food and Drug Administration (FDA), US Department of
Agriculture (USDA), and Environmental Protection Agency (EPA). In contrast,
EU regulators, operating in a multi-leveled regulatory system and in the con-
text of widespread public distrust of both regulators and GMOs, adopted a
stricter, more precautionary approach, regulating GMOs in terms of the proc-
ess whereby they were produced, rather than the characteristics of individual
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products. This approach, which we analyze in detail, by the mid-1990s led to
tensions with the US, whose farmers had adopted GM varieties and now saw
their exports to Europe increasingly affected by the strictness and slowness of
the EU regulatory process.

The chapter is organized in five parts. In part 1, we introduce the new technol-
ogy of genetic modification, its purported benefits and risks, and the central con-
cepts of risk regulation as well as their application in the US and EU in the context
of rapid technological change. After presenting the US regulatory system for agri-
cultural biotechnology in part 2 and the EU system in part 3, we analyze and seek
to explain the causes of the regulatory polarization in part 4. We then conclude in
part 5 with a brief discussion of two-level games analysis, which helps us to model
how domestic constituencies within the US and EU both empower and constrain
US and EU officials when they attempt to engage in regulatory cooperation over
agricultural biotechnology, which we address in Chapter 3.

Our arguments regarding why the US and EU have taken such different
approaches to this technology, and thus the domestic sources of the conflict,
are two-fold. First, we argue that the very different approaches to GMO regula-
tion that we observe between the US and the EU were not determined in any
straightforward way by the institutions, the risk culture, or the interest-group
configurations present on each side of the Atlantic. It was not inevitable that
the US regulators would adopt a more product-based approach to GMO regu-
lation, nor was it obvious from the outset that the EU would adopt the strict,
politicized, and highly precautionary system that emerged over the course
of the 1990s. The best explanation for the observed transatlantic differences, we
contend, is multi-causal, lying in the ability of interest groups to capitalize on preex-
isting cultural and institutional differences, with an important role played by contin-
gent events such as the European food safety scandals of the 1990s.

Second, however, we argue that once initial choices were made on each
side of the Atlantic, these differences became entrenched through statute,
through social practices and through public opinion in ways that have made
each system highly resistant to change. To the extent that change has proven
possible (a subject we address in Chapter 6), it has demonstrated a clearly
path-dependent character, introducing incremental changes at the margins
of regulatory systems that have remained remarkably stable in their essen-
tials over time. For this reason, US/EU regulatory polarization, although not
inevitable from the outset, has proven robust and enduring, as have the trade
disputes that it has generated.

2.1. Agricultural biotechnology and risk regulation

Genetic engineering, the process used to create GM seeds, crops, and the foods
produced from them, is a technology used to isolate genes from one organism,
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manipulate them in the laboratory, and inject them into another organism.
Supporters of agricultural biotechnology consider such genetic manipulation
to be merely the latest step in an ongoing process of human intervention in
nature to stabilize and increase crop yields and to improve the nutritional
quality, appearance, and taste of plant varieties, from the farmer’s “old-fash-
ioned” selection of seeds and Mendelian cross-breeding to the use of radiation
to scramble genetic material in crops to the mapping of plant and animal
genetic codes.? In other words, they argue that the definition of a “conven-
tional” crop is ambiguous in light of the ongoing development of scientific
techniques of plant breeding over time. Opponents, in contrast, stress its nov-
elty on account of its mix of genes from different species.

Supporters maintain that the characteristics of these new plant varieties offer
significant benefits to both producers and consumers. The benefits to producers
have been most evident in the “first generation” of GM crops, as new GM vari-
eties can provide greater efficiency and lower costs in agricultural production.
As an extensive report of the Pew Initiative on Food and Biotechnology states,
“For the most part, this first generation of agricultural biotechnology products
consists of single-gene, single-trait modifications made for agronomic purposes,
primarily to make crops pest resistant or herbicide tolerant.”* The predominant
GM trait for pest resistance, known as Bt, genetically incorporates resistance
to pests such as the corn borer.’ The predominant trait for herbicide resistance
genetically incorporates resistance to the commercial Roundup herbicide, such
as in Monsanto Corporation’s Roundup-Ready soybeans.®

Direct consumer benefits, in contrast, have been less immediately evident,
as the most common GM crops require less maintenance by farmers with-
out enhancing the quality or necessarily reducing the price of the product to
the consumer.” However, the second generation of GM crops could more sig-
nificantly benefit consumers, including the poor in developing countries, by
increasing crop yields and nutritional attributes.® Some GM traits, for example,
could provide greater resistance to drought and salinity, critical for food-scarce
regions. Greater yields could reduce prices, critical for the urban poor, while
helping to preserve forests and biodiversity because of the reduced agricultural
clearing. GM crops could also provide important health benefits by adding
vitamins and nutrients to conventional crops, resulting in products such as
vitamin A-enhanced rice, “heart-friendly” oil, and iron-enriched wheat.® For
advocates of GM foods and crops, it is these long-term benefits, together with
the short-term cost advantages to farmers, which constitute the promise of agri-
cultural biotechnology. Blocking advances in this technology entails its own
risks, they contend, to human life and health, especially in poorer countries.
A major study by the Food and Agriculture Organization (FAO) concludes,

Thus far, in those countries where transgenic crops have been grown, there have
been no verifiable reports of them causing any significant health or environmen-
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tal harm... On the contrary, some important environmental and social benefits
are emerging. Farmers are using less pesticide and are replacing toxic chemicals
with less harmful ones. As a result farm workers and water supplies are protected
from poisons, and beneficial insects and birds are returning to farmers’ fields.!!

GM supporters maintain, moreover, that the health risks from eating organic
foods are much greater than for GM ones.!? In fact, the US Centers for Disease
Control and Prevention “estimate that each year in the US, 76 million people
get sick, 325,000 are hospitalized, and 5,000 die from food-related illnesses,”
so that assuring food safety is rightly a major concern.!® For example, E. coli-
tainted bagged spinach from Natural Selection Foods killed at least three people
and sickened more than 200 others in the US during the fall of 2006.1* All
the attention given to GM foods, supporters argue, is diversionary, stripping
resources from other areas, and thus arguably increasing food safety risks.

Finally, GM crops can provide for more than food and clothing. As govern-
ments and private businesses search for alternatives to carbon fuels, GM tech-
nology could be important for the creation of more efficient biofuels, which
are now being heavily subsidized in the US and Europe for a “greener future,”
although there is again contention about its prospects.’® Genetic modifica-
tion of crops for energy production can improve the chemical processes for
converting crops into fuel so that their conversion consumes less energy.!®
Biotechnology products could also be introduced into the environment to
clean it. For example, biotechnology could be deployed to clean toxic spills
and other wastes more effectively, including through the introduction of a
highly radioactive-resistant bacterium that expresses enzymes that degrade
toxic materials.!” Transgenic plants can also be used to produce therapeutic pro-
teins that are essential to the research and production of various pharmaceuti-
cal products.’® Biotechnology has been used to produce biopharmaceuticals
such as insulin, as well as drugs used in the treatment of cancer and AIDS." In
short, many call for further development of this technology. However, until
the benefits of agricultural biotechnology become more manifest, there will
remain a “legitimacy” gap between the claims of agricultural biotech advo-
cates and the characteristics of the GM plant varieties in the market.?°

Skeptics, in contrast, have raised concerns over food safety, environmental
harm, agribusiness power, and ethics, pointing to longer-term uncertainties.
Many critics question the safety of GM foods, maintaining that they could
encourage perverse selection for antibiotic resistance (through the consump-
tion of foods with antibiotic marker genes) or trigger allergenic reactions
(through the ingestion of genes introduced from foreign species, such as pea-
nuts). They question whether GM foods with antibiotic resistance markers
might not be fully broken down in the digestive tract but enter the human
stomach lining, increasing human resistance to antibiotics.?!

Environmental critics raise fears that the technology could lead to mono-
cultures, impairing biodiversity, and potentially wreaking unintended con-
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sequences on other species in the food chain. They stress how GM varieties
could give rise to “super weeds” and “super bugs” through cross-pollination
and pest adaptation. To the extent that pollen from GM plants travels, it could
also cross-breed with organic varieties, undermining the prospect of alterna-
tive GM-free organic agriculture. Because GMOs can be “self-replicating,” crit-
ics fear that adverse consequences could be irreversible.??

Some skeptics are less concerned with the technology itself (or in fact may
even favor its adoption), but rather are critical of its method of ownership
through patents. Defenders of small-scale agriculture maintain that patented
GM seed varieties favor agribusinesses, and threaten the livelihoods of small-
scale farmers throughout the world who would no longer be able to save har-
vested seed for the next year’s crop.?® Similarly, those defending the interests
of agriculture in developing countries are concerned with the fact that farm-
ers in developing countries could become dependent on highly concentrated
intellectual property holders in the US and Europe who could extract monop-
oly rents for patented seeds and thus control their access to important crop
varieties.?*

These concerns were the driving force behind the uproar surrounding
Monsanto’s plan to develop “Terminator technology” that would prevent
farmers from saving second-generation seeds for replanting, because the seeds
would be rendered infertile. For a patent holder such as Monsanto, terminator
technology protects its investment in intellectual property through engineer-
ing. Critics, on the other hand, see this technology as a scheme to undermine
the independence and food security of farmers in developing countries.?
Terminator technology became a public relations disaster for Monsanto and
other biotech seed companies. Just over a year after Monsanto’s announce-
ment in 1998 of its proposed merger with the company that owned this tech-
nology, Monsanto publicly disavowed any attempt to commercialize it.?¢

A dispute between the Indian arm of Monsanto and the state government of
Andhra Pradesh exemplifies critics’ concerns, at least in part. Andhra Pradesh
believed that Monsanto was charging local farmers exorbitant prices for the
company’s GM cotton variety.?” In January 2006, Andhra Pradesh petitioned
India’s Monopolies and Restrictive Trade Practices Commission, claiming
that Indian farmers were being charged royalty fees twelve times higher than
paid by farmers in the US, and thirty-six times higher than paid by farmers
in China.?® Monsanto eventually agreed to reduce the royalty fee it charged
Indian farmers by 30 per cent.?

Many opponents raise further ethical concerns that complement the ones
based on risk, uncertainty, and corporate control of seeds. Some question the
morality of mankind’s manipulation of genes, characterized by a statement
of Britain’s Prince Charles that the production of GM foods “takes mankind
into realms that belong to God and to God alone.”*® The genetic engineer-
ing of animals provides a clear example of how ethical issues complement
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environmental ones. For example, faster-growing GM salmon could poten-
tially cross-breed with wild species, eventually eliminating them and degrading
larger ecosystems.3! Those who maintain that humans owe ethical obligations
to other species would find that such genetic engineering violates these obli-
gations.*> Now that applications regarding genetically engineered animals
and products derived from them are proceeding through the US regulatory
process, with one GM ornamental fish already being commercialized, debates
over ethical concerns could intensify.*® At the extreme, the development of
genetic-engineering technology could lead to the deliberate modification of
human genes, which some critics argue could “pose a threat to human dig-
nity” and “diminish our humanity.”3*

Finally, cultural theorists of risk maintain that the management of risk is
fundamentally a reflection of cultural “values,” and thus raise fundamental
issues of democratic control of science. They contend that if “risk disputes are
really disputes over the good life, then the challenge that risk regulation poses
for democracy is less how to reconcile public sensibilities with science than
how to accommodate diverse visions of the good within a popular system of
regulation.”*® In the case of multiple jurisdictions, the challenge is greater
still, namely how to accommodate multiple, conflicting, and overlapping sets
of regulations, each reflecting a distinctive conception of “the good life.” In
that context, the spread of GM varieties patented by US-based companies is
often seen as one more reflection of US cultural hegemony, and an attack on
alternative ways of living.

Many of these debates over risks and benefits have largely been framed in
the US and Europe, without taking into account the perspectives and prio-
rities of those in other parts of the world. Proponents and opponents in the
US and Europe may refer to the needs of developing countries, but they do not
represent them. Proponents stress the potential of GM foods to reduce mal-
nutrition and disease, while opponents point to the biodiversity challenges
posed by GM crop monocultures. They also point to the adverse social impacts
on farmers in developing countries caused by the widespread use of seeds
owned and controlled by US and European multinational companies. Many
opponents of this new “gene revolution” remain critical of the earlier “green
revolution,” despite the increased food yields for farmers and lower prices for
consumers that it produced. As hundreds of non-governmental groups wrote
to the FAO's Director General following the FAO’s 2003-04 report: “If we have
learned anything from the failures of the Green Revolution, it is that techno-
logical ‘advances’ in crop genetics for seeds that respond to external inputs
go hand in hand with increased socio-economic polarization, rural and urban
impoverishment, and greater food insecurity.”*¢ In the context of these strug-
gles over defining principles (e.g., science and precaution) and their enact-
ment in formal law, developing countries must balance their desire for access
to European commercial markets and their competition with US and other
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agricultural exporters, along with local concerns. Although the FAO has noted
case studies showing “how biotech can be deployed to help the poor and
hungry,”*” the evaluation of the prospects and risks of agricultural biotechnol-
ogy for these countries and their constituencies have so far taken a backseat
to US-European commercial, regulatory, and cognitive framings. We examine
the potential for a shift in such framings in Chapter 7.

2.1.1. Assessing and managing risks under uncertainty

Commentators generally agree that biotechnology regulation concerns the
regulation of technological risk under uncertainty. Since we live in an economi-
cally and environmentally interdependent world, such regulation pits specific
regulatory standards and broader regulatory systems of powerful states against
each other. However, from here, supporters and opponents of the US and EU
approaches quickly diverge. Supporters of the new technology tend to focus
on the scientific assessment of its risks that can be measured and managed,
while skeptics tend to focus on the management of uncertainty that belies
the possibility of any meaningful measurement of long-term effects, calling
for greater precaution and the recognition of different values underlying risk
perceptions.

In the world of risk regulation, risk assessment refers to the technical assess-
ment of the risks in question, risk management to the policy responses to these
assessments, and risk communication to the way in which government regu-
lators convey information about these risks to the general public.*® These
concepts are ideal types, since completely isolating risk assessment and risk
management determinations can be difficult (and some argue impossible) in
practice. The concept of risk itself refers to “the combination of the likeli-
hood (probability) and the harm (adverse outcome, e.g., mortality, morbidity,
ecological damage, or impaired quality of life), resulting from exposure to an
activity (hazard).”* In principle, regulators faced with a novel product or proc-
ess—such as the genetic modification of foods and crops—need to ascertain
the potential harm caused by such activities, the probability of such harm,
and the costs and benefits of feasible alternatives in order to take a decision
on the legality, illegality, or regulatory conditions for that product or process.
To do so, they often start with a technical assessment of the likelihood of
harm—that is, with a risk assessment.

Skeptics of the technology tend to focus on the uncertainty of its effects,
insisting that uncertainty is a different concept than risk, and entails not
just differences in degree but of kind. They point to the classic Knightian
distinction that risk is something that one can calculate, while uncertainty
is something that one cannot.* Borrowing from sociologists such as Ulrich
Beck, some argue that, with such modern industrially produced risks, “the
actual consequences ultimately become more and more incalculable.”*! They
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maintain that what one cannot control with GMOs, in particular, are the long-
term ecological effects of their adoption, effects that cannot be estimated,
modeled or predicted. Skeptics also raise the complementary concept of igno-
rance in which “not only the probabilities, but also some possibilities may be
unknown.”#? That is, the very nature of the possible harm and its magnitude
are unknown. They thus focus on the need for considerable precaution in risk
management decisions regarding the adoption of such new agricultural pro-
duction processes. Finally, they argue that risk assessments under uncertainty
are inherently value-laden, since the perception of risk itself reflects cultural
predispositions, including among scientists, so that risk assessments are not
purely technical.** We will see in this book how these different approaches to
risk assessment and risk management have played out domestically in the US
and EU (in this chapter) and internationally in different international regimes
(Chapter 4).

In many ways, such decision-making over technological risk is similar to
what Max Weber identified as “calculation” on the part of the capitalist entre-
preneur.* The entrepreneur is uncertain of the state of the world, but engages
in ventures which involve risk. In making an investment, the entrepreneur
must calculate risk under uncertainty. And so it is with scientists and regu-
lators when they assess and manage technological risk. They are uncertain
what they know, and there is risk in what they venture. Yet there is a huge
difference between the regulator and the entrepreneur. The risk for the entre-
preneur is a private one, but for the regulator, it is a public risk—one that, in
some cases, could be catastrophic.

Supporters of the technology nonetheless maintain that it is an error to
focus on uncertainty, because science admits for little certainty. Rather, science
focuses on degrees of risk that can be tested and progressively reduced. They
contend that there are not only potential costs, but also potential benefits
from the technology that need to be assessed and compared. In fact, Knight
developed the very concept of uncertainty in an attempt to explain “profit,”
as reflected in the title of his famous book Risk, Uncertainty and Profit.*> Were
society to attempt to eliminate uncertainty, it would also eliminate great and
beneficial technological advances, from electricity to the airplane.*® As regards
agricultural biotechnology, proponents maintain that the GM seeds and foods
at issue pose no greater risk than conventional varieties, and offer real (and
potential future) benefits. The US, they argue, has provided a free laboratory
experiment for the world in which GM-derived crops and foods have been
grown and consumed for over ten years without any proven harm. Had there
been harm to humans, animals or the environment, proponents argue, surely
it would have been uncovered in the US which has the strongest tort-liability
system in the world.

Leading sociologists such as Ulrich Beck and Anthony Giddens contend
that questions of risk regulation have become defining traits of modern society.
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They theorize “modernity” in terms of the emergence of what they call a “risk
society” in which risks are increasingly “manufactured,” as opposed to being
“natural” or “external” to human activity, and in which the management of
risks becomes a defining element of societal conflict and social understanding.*’
As Giddens writes, “Risk is the mobilizing dynamic of a society bent on change,
that wants to determine its own future rather than leaving it to religion, trad-
ition, or the vagaries of nature.”*® As Beck puts it, “in advanced modernity, the
social production of wealth is systematically accompanied by the social produc-
tion of risks. Accordingly, the problems and conflicts related to distribution in
a society of scarcity overlap with the problems and conflicts that arise from
the production, definition and distribution of techno-scientifically produced
risks.”# Since the risks are often global in their potential consequences, the
resulting societal conflicts also become transnational and global ones.

Whether or not one accepts the claim that we live in a fundamentally
different form of society, in which the regulation of manufactured risks is
a defining trait, regulators must act in the face of uncertainty regarding the
nature and extent of the risks posed by new products and production pro-
cesses. They sometimes take precautionary measures, restricting or banning
certain products or activities in the absence of complete information about
the risks posed. Dynamic technological change raises fundamental questions
about the governance of technology and risk.

2.1.2. Comparative risk regulation

In a review of comparative risk regulation, Giandomenico Majone categorizes
four distinct ways in which government regulators in the US and other juris-
dictions have responded to risks, listing them in order of decreasing regulatory
severity or increasing regulatory rationality, depending on one’s perspective.
Regulators have responded to risks by (1) imposing product bans; (2) setting
standards that minimize risk “to the extent feasible”; (3) enacting require-
ments to eliminate “significant risks,” typically following a risk assessment
procedure; and/or (4) engaging in cost-benefit analysis, prohibiting a product
or process only to the extent that one calculates that its risks outweigh its
benefits, possibly allowing for a margin of error. Majone maintains that there
has been a general trend over time from (what is in his view) the first and
the least sophisticated to the fourth and the most sophisticated approach.°
In particular, Majone concludes that American policymakers, regulators, and
courts progressed, in the space of some three decades, to a highly sophisti-
cated approach to risk regulation, relying on scientific assessments of risk and
economic assessments of costs and benefits—“an outstanding, and in many
respects unique, case of policy learning.”*!

While a useful heuristic device to understand the range of possible
approaches to regulating risk under uncertainty, Majone’s classification
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scheme simplifies a complex US response to risk that today combines ele-
ments of all four approaches under different laws and in different areas. Even
more importantly for our purposes, this ideal-typical progression fails to
capture parallel developments in Europe, where risk regulation took place
largely within national contexts until the 1980s, when EU institutions began
to play an increasing role in harmonizing risk regulation across the EU’s vari-
ous member states.

In the EU context, David Vogel and others have argued that Europe’s
approach to risk regulation has evolved quite differently than in the US.5
Whereas the former began with highly precautionary legislation in areas like
the environment, consumer protection, and worker health and safety, only to
adopt scientific risk assessment and cost-benefit analysis more recently, regu-
lators in Europe have arguably become more precautionary and more risk-
averse over time. Vogel writes:

From the 1960s through the mid 1980s American regulatory standards tended
to be more stringent, comprehensive and innovative than in either individual
European countries or in the European Union (EU). The period between the mid
1980s and 1990 was a transitional period: some important regulations were more
stringent and innovative in the EU, while others were more stringent and innova-
tive in the United States. The pattern since 1990 is the obverse of the quarter-cen-
tury between 1960 and the mid 1980s: recent EU consumer and environmental
regulations have typically been more stringent, comprehensive and innovative
than those of the United States...Regulatory issues were formerly more politi-
cally salient and civic interests more influential in the United States than in most
individual European countries or the EU. More recently, this pattern has been
reversed. Consequently, over the last fifteen years, the locus of policy innovation
with respect to many areas of consumer and environmental regulation has passed
from the United States to Europe.>

In effect, Vogel maintains, US and EU risk regulations resemble “ships passing
in the night,” with the EU becoming more precautionary and the US less so
over time. A central cause for this increasingly precautionary approach, Vogel
argues, has been the long series of European regulatory failures and crises over
the past several decades, including most notably the BSE or “mad cow” cri-
sis discussed below. As we shall see, these crises have weakened public trust
in EU regulators and scientific risk assessments, increased support for more
precautionary regulations, and called into question European publics’ accept-
ance of the legitimacy of EU law and institutions.>* Responding to this crisis
of legitimacy, EU institutions have moved aggressively to overhaul EU risk
regulation across a range of areas, adopting strict new regulations for products
and processes like GM foods and crops and elevating the “precautionary prin-
ciple” to play a defining role in EU regulation, as examined in Chapter 6.%° In
contrast, the high cost of compliance with some US federal environmental
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regulation, such as for the cleaning of toxic wastes, arguably has spurred a
backlash within the US against further federal regulation.*¢

Other scholars dispute Vogel’s “ships passing in the night” characterization
of US and EU risk regulation, noting that the purported “flip-flop” in US and
EU approaches to risk regulation draws disproportionately from a few contro-
versial issues. In a wide-ranging survey of US and European risk regulation,
Jonathan Wiener and Michael Rogers find a more complex set of outcomes,
in which the US is more precautionary in some areas (such as nuclear energy
and particulate air pollution), while the EU demonstrates greater precaution
in others (such as agricultural biotechnology and hormone-treated beef). They
contend that “[t]his broader analysis indicates that neither the US nor the EU
is a more precautionary actor across the board, today or in the past. Relative
precaution appears to depend more on the particular risk than on the country
or the era.”’’

For this reason, we resist characterizing either the US or the EU as the
more risk-averse beyond the context of agricultural biotechnology. We focus,
rather, on the transnational governance challenges exemplified by biotech-
nology regulation, which raise central questions about transnational regula-
tory cooperation and conflict over the application of environmental, food
safety and trade laws at the domestic, regional, and international levels. As
we now show, the US and the EU have taken starkly different approaches to
biotechnology regulation that have become embedded over time.

2.2. Regulating agricultural biotechnology in the US

The regulation of food and environmental safety in the US were traditionally
matters for state and local governments. They took primary responsibility,
for example, for the inspection of slaughterhouses in the nineteenth century.
By the beginning of the twentieth century, however, the growth of interstate
trade in the US meant that, in order to be effective, food safety regulation
would also have to reach across state lines. The US Congress responded to
this challenge in 1906 and 1907 by using its powers under the Interstate
Commerce clause of the Constitution to adopt the first comprehensive federal
food safety legislation, namely the Pure Food and Drugs Act and the Federal
Meat Inspection Act.®® These acts, and subsequent Congressional legislation,
created a federal system for the establishment and enforcement of regulatory
standards for food safety and specified the roles of the most important federal
agencies in that system. Federal environmental regulation would come much
later, with the EPA not being established until 1970.% In that year, the US
passed the National Environmental Policy Act (NEPA) which requires federal
agencies to take environmental concerns into account as part of their deci-
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sion-making processes.®® As we will see, NEPA has been used to challenge cer-
tain agency decisions regarding GM plant varieties.

The Pure Food and Drugs Act (later expanded to the Federal Food, Drug and
Cosmetic Act) delegates primary responsibility for food safety regulation to a
federal agency, the FDA, which is authorized to inspect, test, approve, and set
safety standards for foods, drugs, chemicals, cosmetics, and household and
medical devices. The FDA does not itself test and inspect each individual food
product marketed in the US. Rather, the agency establishes safety standards for
various foods, while individual food producers bear primary responsibility for
ensuring that new products conform to FDA standards. When violations are
encountered as a result of FDA inspections, complaints, or the outbreak of ill-
ness, the FDA may halt the sale of unsafe products and prosecute the persons or
firms responsible for the violation.®! As we shall see below, the FDA has played
the leading role in approving the sale and marketing of GM foods in the US.%?

Parallel to the FDA regime, a second and much more labor-intensive system
has been established for the regulation of agriculture, including the inspec-
tion of meat and poultry. The lead agency in this second system is the USDA,
founded in 1862, which not only establishes food safety standards, but also
employs over 7,000 inspectors who carry out “continuous inspection” of meat
and poultry plants and certify meat products as safe and compliant with USDA
standards.®® In the 1990s, the USDA system came under some criticism for its
failure to detect and prevent outbreaks of E. coli and other harmful bacteria
in meat, resulting in the establishment of new safety procedures for meat
and poultry in 1996. Nevertheless, the USDA has been generally successful in
securing consumer confidence in the safety of US meat and poultry products.®*
As we shall see, the USDA also acted, together with the FDA, as the lead agency
in the approval of growth hormones in US beef, which were prohibited in the
EU and led to an earlier trade dispute between the two sides.®

Third, the US EPA has primary responsibility for environmental issues
implicated by agricultural practices, as well as some authority over food safety
matters. The use of pesticides, for example, has long been considered among
the most severe threats to the environment in the US, and their registration
is regulated by EPA under the Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA).% Under the Food, Drug and Cosmetics Act (FDCA), EPA also regu-
lates the amount of pesticide residue that can safely be left in food, giving
particular attention to carcinogenic risks.

Finally, state and local officials complement the work of the federal agencies,
including in respect of enforcement. For example, state and local governments
continue to play a dominant role in food safety inspections of grocery stores
and restaurants, and for specific categories of foods such as milk and shellfish.¢’
The US food safety system is therefore complex and multi-leveled, requiring
the cooperation of multiple federal agencies, state and local governments, and
the food producers who bear ultimate legal responsibility for food safety.

44



The Domestic Sources of the Conflict

2.2.1. Regulation of GM products

Genetic modification and GMOs first became a concern for US and other
regulators in the 1970s, as biologists began making fundamental advances
in recombinant DNA (tDNA) research (see chronology of key events, Table
2.1).%8 The debate over the regulation of such research is often dated to the
international meeting of scientists at Asilomar, California, in 1975, which not
only pointed to the promise of biotechnology but also called on the scientific
community to exercise caution and restraint in the creation of genetically
engineered organisms that might prove hazardous. In the US, the Asilomar
conference triggered a national debate over the regulation of biotechnology,
with a number of Congressional representatives introducing legislation that
would ban or regulate rDNA research. At the same time, the National Institutes
of Health (NIH) created a Recombinant DNA Advisory Committee, which in
June 1976 put forward a set of guidelines for rtDNA research in the US. By
the late 1970s, initial public fears about the biohazards of biotech laboratory
research had abated somewhat and the US had emerged as a world leader in
biotechnology research. These developments led to strong support in the US
Congress and the executive branch for a regulatory system capable of ensuring
the safety of biotechnology research while encouraging the development of a
new high-tech sector.

As the technology advanced toward commercialization in the 1980s, how-
ever, it was unclear which way the US would go—whether toward greater pre-
cautionary regulation of the technology’s use or toward its promotion.®® The
EPA in particular supported a “process-based” approach to regulate GMOs,
noting that “the most appropriate way to distinguish between ‘new’ and ‘nat-
urally occurring’ microorganisms is by the methods or processes by which
they are produced.”’”® Some EPA officials maintained that the agency held
existing authority under the Toxic Substances Control Act to regulate GMOs
as “new” chemical substances. Since the criterion for EPA authority was based
on “newness,” it was in EPA’s interest to find that GM varieties were funda-
mentally novel based on the genetic-engineering process. A widely circulated
internal 1983 EPA memo to this effect allegedly “created a firestorm” within
the pro-industry Reagan White House.”! In Congress, representative Al Gore
chaired a House subcommittee which held hearings on the “Environmental
Implications of Genetic Engineering.” It issued a report in 1984 suggesting
that the EPA take the lead in addressing the environmental risks posed.”> At
the same time, anti-GM activist Jeremy Rifkin sought and obtained an injunc-
tion from the federal district court in Washington against the NIH'’s approval
of any applications for the deliberate release of GM varieties into the environ-
ment without the court’s approval. This aspect of the injunction, however,
was soon overturned.” During the first half of the 1980s, therefore, it appeared
as if the US might take a highly precautionary, process-based approach to
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Table 2.1 Key events in US biotech regulation, 1975-99

1975 Asilomar conference on biohazards posed by GMOs

1976 NIH creates Recombinant DNA Advisory Committee

1983 EPA proposes process-based regulation of GMOs

1984 House subcommittee calls for EPA as lead regulator of GMOs

1985 Reagan Administration creates Biotechnology Science Coordinating Committee to
devise federal standards for GMOs

1986 Coordinated Framework for the Regulation of Biotechnology adopted by OSTP, calling
for product-based regulation, key roles for USDA and FDA

1992 FDA issues guidance on approval of GM foods and crops, to be regulated in terms of
product, not process
First approval of a GM crop, the Flavr Savr tomato

1996 First approval of a GM soy crop, Roundup-Ready soybeans

1999 FDA begins extensive public hearings into adequacy of US regulatory framework

GMO regulation, with a leading role for the EPA and possible Congressional
regulation.

The Reagan White House, however, responded quickly to these develop-
ments, attempting to forestall new legislation in Congress as well as EPA activ-
ism under existing statutes. In November 1985 it formed a Biotechnology
Science Coordinating Committee “to help resolve questions of jurisdiction,
settle upon common regulatory principles and establish a uniformly prod-
uct-based regulatory approach.”’* The result was a curtailment of EPA’s role
and an elevation of those of the USDA and FDA. In 1986, after public notice
and comment, the Office of Science and Technology Policy (OSTP) in the
Reagan Administration issued a “Coordinated Framework for the Regulation
of Biotechnology” that continues to shape US biotech regulation today.”
Crucially, the OSTP concluded that the techniques of biotechnology are not
inherently risky and that biotechnology could therefore be adequately regu-
lated by existing federal agencies under existing statutes, obviating the need
for new legislation dedicated specifically to regulating GMOs. The Coordinated
Framework established a division of responsibility among the three US regula-
tors, with the FDA serving as the primary regulator of GM foods, the USDA
charged with oversight of the planting of GM crops, and the EPA limited
to overseeing the environmental and food safety impact of GM crops that
have pesticidal characteristics.”® Each of the agencies has since generally
found that GM varieties introduced to date are not fundamentally different
from their non-GM (conventional) counterparts, so that the agencies’ over-
sight is much more limited than in Europe. As the Pew Initiative on Food
and Biotechnology’s extensive 2004 report states, “The central premise of the
Coordinated Framework was that the process of biotechnology itself poses no
unique risks and that products engineered by biotechnology should therefore
be regulated under the same laws as conventionally produced products with
similar compositions and intended uses.””’
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This regulatory choice in 1986 has had ongoing effects, as Congressional
committee interest in agricultural biotechnology regulation generally waned,
and those hearings that were held focused more on the benefits of the technol-
ogy than its risks.” In an excellent study, Adam Sheingate shows how the results
of the political contention in the 1980s have since framed US policy debates
over biotechnology in terms of its “commercial opportunities” and its import-
ance in “international economic competition.””” The Reagan Administration
was able to move primary regulatory responsibility to the USDA, whose pri-
mary constituency is agricultural trade associations, and in the process, shift
primary legislative oversight to the agricultural committees of the House and
Senate. In the 1990s in the White House, the US Council on Competitiveness
would take the lead on biotech policy formation.® These choices have made
it more difficult for GM skeptics to use the existing regulatory and political
framework to impede approval of GM crops and foods in the US.%

The USDA is now the leading US agency for regulating the introduction of
GM plant varieties into the environment, whether for field trials or for com-
mercial production. In practice, the USDA, operating through its Animal and
Plant Health Inspection Service (APHIS), has been responsible for the most
regulatory actions involving agricultural biotechnology of any US agency.®
Under the authority provided by the federal Plant Protection Act, which was
enacted in 2000, APHIS categorizes GM plant varieties as potential plant pests.®
If APHIS finds that the GM variety is a plant pest, then the variety will be
highly regulated. If APHIS finds that the GM variety is not a plant pest, then
it will be “deregulated” and “no longer subject to APHIS’ legal authority.”%
APHIS first requires the developers of GM crops to notify the agency about
field trials or, for higher risk plant material, to obtain a permit to conduct
them. Notification to APHIS is a streamlined process for low-risk plant mate-
rial, pursuant to which the agency will simply acknowledge receipt of the
notification, which constitutes authorization for the trial. Notifications (as
opposed to permits) are used for around 90 per cent of all the field trials, and
they have generally been used for GM varieties which are not for pharma-
ceutical or industrial use.®® Companies may engage in these field trials for
years, gathering data before seeking to commercialize the variety. In total, by
the end of March 2008, APHIS had “acknowledged” 12,145 notifications and
issued 1,188 release permits.®

On the basis of these field trials, a developer may then petition APHIS to
find that the GM variety is not, in fact, a “plant pest,” so that the variety
may be deregulated and the GM crops may be planted without restriction.
Although APHIS’ regulations provide that it will make a decision within six
months, in practice, it first needs to verify the completeness of the file and
may request further information, so that the approval process can take a year
or more.?” By the end of March 2008, APHIS had agreed to deregulate seventy-
three GM varieties.®® These APHIS decisions to deregulate a variety must be
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accompanied by either an Environmental Assessment or an Environmental
Impact Statement under the NEPA, and they can be challenged before fed-
eral courts. APHIS decisions have been generally based on an Environmental
Assessment which may take just a few weeks to prepare, pursuant to which the
agency finds that no Environmental Impact Assessment is necessary.®’ Because
of successful court challenges to APHIS decisions in 2007, APHIS has begun to
prepare some Environmental Impact Statements which are much more labor
intensive and can take up to a year to complete. USDA has also proposed to
expand APHIS’ regulatory oversight to include the oversight of GE organisms
that have the potential to be “noxious weeds,” again under existing authority
pursuant to the Plant Protection Act.”®

Some analysts criticize the central role of USDA in agricultural biotech regu-
lation, because USDA's regulatory authority focuses on harm to plants from
pests (and, in particular, to commercially valuable plants) and not on environ-
mental protection in general.”! Moreover, a primary role of USDA is to serve
and protect US agricultural interests, so that USDA may not prioritize envi-
ronmental protection.®” Large agricultural producers have become responsible
for an increasing amount of US farm production,®® so that the agribusiness
constituency has become relatively more important for USDA over time.

USDA's close relationship with the agricultural biotech industry has
allegedly been facilitated by “revolving door” careers of personnel mov-
ing between key government agencies and biotech industry associations,
such as the Biotechnology Industry Organization (BIO). For example “Val
Giddings went from being responsible for biotechnology regulation within
the US Department of Agriculture and part of the US negotiating team in
the biosafety negotiations to become Vice President for Food and Agriculture
of the Biotechnology Industry Organization.” In the other direction, after
spending seven years as Monsanto’s lawyer, Michael Taylor became “the FDA’s
deputy commissioner for policy and responsible for drafting the guidelines on
GE cattle drug rBGH.”**

Overall, the USDA has been a strong supporter of agricultural biotechnol-
ogy. Its Agricultural Research Service not only undertakes biotech research,
but also owns some biotech patents.’® Biotech skeptics thus question the reli-
ability of what the US calls its “science-based” approach, claiming that the use
of the term “sound science” can become “little more than Orwellian code for
bending scientific data to meet political ends.”?®

The EPA’s responsibility for the regulation of genetically engineered crops
has been limited, particularly in contrast with the central role of the EU’s
Directorate General for Environment (see below). Today, the EPA only exer-
cises regulatory authority over GM varieties that have pesticidal characteristics.
It does so pursuant to the FIFRA and the FDCA.?” These long-standing statutes
respectively grant to the EPA the power to regulate the use of pesticides to over-
see their environmental safety and their safety for consumption. Technically,
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the EPA does not regulate the GM plant itself, but only the pesticidal substance
that the GM plant expresses.”® In this sense, it is regulating GM crops on the
basis of the varieties’ particular characteristics, and not on account of the proc-
ess used. GM varieties without pesticidal traits are thus not subject to EPA over-
sight or control. In 2001, the agency created a new regulatory category for GM
varieties that incorporate resistance to pests through genetic modification,
which it calls “plant-incorporated protectants” (or PIPs).”” Examples of PIPs
that have been approved and commercialized include varieties that contain
the Bt toxin, such as Bt corn and Bt cotton.

The EPA maintains that it holds this regulatory authority over these GM
varieties under existing statutes. However, even this authority could be subject
to challenge under the Administrative Procedures Act on the grounds that
these GM varieties are not pesticides. Agricultural biotech companies have
so far not challenged EPA’s assertion of authority before the courts, possibly
because EPA regulators have so far not restricted these GM varieties’ sale or
use to any significant extent. Biotech companies may fear that such a regula-
tory challenge of EPA authority could trigger greater pressure for legislation
that could result in stricter EPA regulatory oversight over all GM varieties.
Moreover, biotech companies can benefit from EPA oversight which can reass-
ure traders in US and foreign markets.

The EPA regulates GM crops with pesticidal traits in three primary ways.
First, prior to commercialization, the EPA regulates them (as with any pesticide)
through the grant of “experimental use permits.” These permits are not required
for field tests that do not exceed ten acres, an exemption that has raised some
controversy as applied to GM varieties which could reproduce and spread.'®
Second, the EPA is empowered to impose conditions on the commercial use of
a pesticide so as to ensure environmental safety. It has exercised this authority
to require growers of approved Bt crop varieties to plant a portion of their fields
with conventional counterparts in order to prevent pests from developing Bt
resistance, although EPA relies on state enforcement in this area. Some analysts
are concerned that farmers are not complying with these conditions.! Third,
under the FDCA, the EPA establishes tolerance levels at which pesticide residues
are deemed safe in food. If it finds that the pesticide is of such a low risk that no
tolerance level is required, it can grant a “tolerance exemption.”!*® In each case,
the GM varieties have been granted a “tolerance exemption” for use in food and
animal feed so that they may be freely marketed, although the exemption has
sometimes been limited only to food or feed.!%

As we will see in Chapter 6, GM varieties with pesticidal characteristics have
been the subject of some of the most significant public controversies in the
US. For example, the “Starlink” controversy involved a GM corn variety with
pesticidal characteristics that was approved under an EPA “tolerance exemp-
tion” only for animal consumption, but the harvested corn found its way into
food products.'® Similarly, the monarch butterfly controversy raised concerns
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that GM plants expressing pesticides could threaten non-targeted species such
as butterflies. In addition, skeptics maintain that plants expressing pesticides
could facilitate the development of insect and weed resistance which could
be more difficult to control when the pesticide is genetically engineered into
plants that reproduce themselves.

The US Federal Food, Drugs, and Cosmetic Act delegates the primary responsi-
bility for food safety regulation to the Food and Drug Administration. Faced with
the first applications from producers for the licensing of GM foods and crops,
the FDA issued a Statement of Policy in 1992 (reaffirmed in 2001) that GM foods
were not substantially different than regular foods, and that it would therefore
approve foods based on the health risks of the individual product, and not on
the process by which it is produced.'® In 1992, the FDA also ruled that neither
any pre-market approval process nor any specific labeling would be required for
GM foods that were “substantially equivalent” to conventional foods and thus
“generally recognized as safe” (GRAS).1% Pre-market approval is only required by
the FDA for products where the genetic manipulation has altered the substance
and safety of the product (for example, by introducing new allergenic properties
or changing the nutritional content of the food in question), in which case it is
regulated as a “food additive.”'” As a result, GM crop developers have significant
incentives “to characterize GM products as GRAS,” so as to avoid triggering regu-
latory requirements for “food additives,” where possible.'® In short, FDA does
not review “novel” (such as GM) foods for safety, but rather only takes action
against foods that constitute “food additives” or have otherwise been “adulter-
ated.”'® The FDA, like the other two agencies, thus decided to regulate GM foods
only if a specific GM food presents adverse product characteristics, and not on the
basis that the food was derived from genetic engineering.

Since the FDA made its determination that there would be no pre-mar-
ket approval process for GM products that are “substantially equivalent” to
conventional counterparts, it has approved all GM varieties without any label-
ing requirement. While the FDA later prepared guidelines for manufacturers
wishing to voluntarily label their foods as either containing or not containing
bioengineered ingredients, there is no US requirement for consumers to be
informed that foods may contain such ingredients.!° In fact, mandatory label-
ing that products contain GMOs may be subject to constitutional challenge
in the US on “free speech” grounds. In a related matter, a US federal appeals
court held that state laws mandating the labeling of milk products derived
from cows treated with the hormone r-BST (recombinant bovine somatotro-
pin) were likely unconstitutional on First Amendment grounds on account
of a person’s right “not to speak.”!! As a result, in practice, only those selling
milk produced without the hormone typically label their products that the
milk is “r-BST free” or “produced with no artificial hormones.”

FDA is also the primary US regulator to set rules regarding food product
labeling. Product labeling can be mandatory or voluntary, and it can be posi-
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tive or negative in its focus. Mandatory labeling is that required by govern-
ment, while voluntary labeling is that permitted to be done at the private
sector’s initiative. Voluntary labeling, however, can be subject to restrictions—
such that labels cannot be misleading or deceptive to the consumer. Positive
labeling refers to that designed to show the alleged positive attributes of a
product, such as labeling a product as GMO-free. Negative labeling refers to
that designed to inform consumers of the negative (or potentially negative)
risks of a product, such as labeling that a product contains GMOs. While the
latter label could be deemed to be neutral on its face (as consumers could find
a GM trait to be desirable), in the current context, it is maintained by GM
technology supporters that such labeling, especially if required by govern-
ment, could misleadingly stigmatize the product as potentially dangerous.!?

Those labeling their products as GM-free are thus subject to labeling restric-
tions. Producers of r-BST-free milk, for example, must add a disclaimer to the
effect that “the FDA has found the hormone to be safe.”!® If they do not, they
could be subject to legal challenge for false or misleading statements, whether
by the FDA or a private actor, such as a biotech trade association. As the FDA
states in its labeling guidelines,“Under section 403(a) of the act, a food is
misbranded if statements on its label or in its labeling are false or misleading
in any particular. Under section 201(n), both the presence and the absence
of information are relevant to whether labeling is misleading.”'* As a likely
result, products have been more frequently labeled as “organic” in the US
than as containing “no GMOs,” pursuant to 2001 FDA regulations described
in Chapter 6. As we will see, Europe, in contrast, has mandated negative label-
ing of all products that contain or may contain GMOs and thus clearly per-
mits a product to be labeled as GM-free. In fact, many retail establishments in
the EU boldly advertise that all of the products that they sell are GM-free, a
practice that could be subject to legal challenge in the US.

In sum, no US statute specifically regulates genetic modified crops or foods
per se. Rather, three US agencies regulate them under the agencies’ existing
regulatory authority which applies to all crops and foods—namely, authority
for the regulation of plant pests, noxious weeds, pesticides and food additives.
The result has been a strange fit between the definition of regulatory author-
ity and the agencies’ risk assessments of GM products. We summarize this
situation in Table 2.2.

US regulation of food safety by specialized agencies is sometimes con-
trasted with European regulation of GMOs by politicians. It is contended that
decision-making by these US agencies is more neutral and technocratic.!'
However, none of the three US agencies (USDA, EPA, or FDA) are techni-
cally “independent agencies” in the sense used in the US political context in
which independent agencies refer to agencies that Congress has created to be
independent of the executive branch, such as the Federal Reserve Bank, Federal
Trade Commission, and Federal Communications Commission. The USDA is
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Table 2.2 Regulatory authority of US agencies

Agency Statute Regulatory Authority
relating to GM products

USDA Plant Protection Act Over plant pests and noxious weeds
EPA FIFRA; FDCA Over pesticides

FDA FDCA Over food additives and labelling

a cabinet-level department within the executive; the FDA operates within the
US Department of Health and Human Services; and the EPA, although not a
“department,” operates under executive branch control. The executive branch
is periodically accused of using these agencies for political purposes, as when a
senior USDA economist came under fire “for suggesting that the Bush admin-
istration could maximize votes in key dairy states by keeping milk prices high
through the election,”'® or when EPA political appointees are accused of
suppressing scientific studies showing global warming trends, arsenic levels in
water, or particulate concentrations in air.'’”

Moreover, all federal agencies, whether “independent” or not of the execu-
tive branch, are subject to various legislative-branch control devices, such as
Congress’s ability to pass new legislation, to allocate or withhold funds, or
to object to key appointments, which limit their autonomy."® US regulatory
agencies’ actions are likewise subject to extensive administrative law require-
ments under the US Administrative Procedure Act, requiring prior notice and
comment of all proposed regulations, backed up by judicial review before the
federal courts.'”® Interest groups can use these procedures to constrain agen-
cies’ ability to operate, especially when coupled with constraints on these
agencies’ enforcement budgets.!?

Nonetheless, unlike in Europe, the US system for biotechnology regulation has
been determined almost exclusively by regulators operating under existing federal
statutory authority, while the legislature (Congress) has played a relatively passive
oversight role. Bills have been introduced at the state level regarding GM foods,
as we will see in Chapter 6. Yet if enacted, they could be subject to lawsuits
on the grounds that federal law and policy, expressly and implicitly, preempt
them.!?! Also, unlike in Europe, the federal government has played the dom-
inant role in GMO regulation, with a relatively minor supporting role for indi-
vidual state governments.!?*

Because agricultural biotech regulation has not attracted much attention in
the US Congress, federal regulatory agencies have operated with significantly
greater de facto independence from political pressure. As a result, overall the
US system has been characterized by strong federal institutions, significant
independence of regulators from political pressures, extensive reliance on sci-
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entific risk assessment in regulatory decisions, and industry self-regulation, all
of which stand in contrast to the historically more decentralized and increas-
ingly politicized food safety system of the EU. This remains the case despite
some degree of administrative fragmentation among the three lead agencies,
and some concern about gaps in the regulatory framework under existing US
legislation (examined in Chapter 6).

Before moving to regulation within the EU, we stress one last factor that
could affect regulation of GM products in the US marketplace compared with
that in Europe. The US legal system imposes tort liability on producers whose
products cause harm, which can lead to substantial damage awards. The US
legal system couples these liability rules with procedures that facilitate the
bringing of lawsuits. “Class action” procedures initiated by entrepreneurial
attorneys and individual claims financed on a “contingency fee” basis, facili-
tate the ability of parties with less income to bring legal claims. These liability
rules and legal procedures create market incentives for sellers of GM products
in the US to take precautions. Market actors falling within the potential liabil-
ity chain can (informally) oversee and enforce precautionary procedures.'?
European legal systems, in contrast, generally neither provide for significant
tort damage awards, nor for analogous procedures that facilitate individual
and class action law suits. It is thus not surprising that European regulators
take a more stringent regulatory approach on account of their greater respon-
sibility for any potential harm that could occur. Were the FDA forced to decide
whether to approve a GM food, and in the process explicitly or implicitly
certify its safety, GM food developers could have an affirmative defense in the
US that could exculpate them when faced with a tort liability claim, unless a
statute or regulation expressly provided otherwise.!?*

As a result, some will argue that the incentives of private actors to ensure
product safety would actually be reduced in the US were the FDA to assume cer-
tification responsibility. This difference in the operation of US and European
legal systems is often forgotten in political and sociological assessments of
their different approaches to the risks posed by genetically engineered var-
ieties. While the US administrative law system may be more politically central-
ized than in Europe, enforcement is more legally decentralized in the US. The
threat of a liability claim can exercise pressures in the US marketplace in a
“bottom-up” manner. This potential, in turn, has led to pressures on state
legislators in the US to limit liability by statute, in contrast to pressures in
Europe to create a specific EU liability regime for GM products.

2.3. Regulating agricultural biotechnology in the EU

Today’s EU, as well as its policies on GM foods and crops, can be traced to
the creation, in 1957, of a European Economic Community (EEC). In theory,

53



When Cooperation Fails

the EEC was to be a common market characterized by the “four freedoms”—
the free movement of goods, services, labor, and capital—supplemented by a
common external tariff, a collective trade policy vis-a-vis third parties and a
Common Agricultural Policy (CAP).!?> The EEC Treaty itself made no explicit
mention of an EU policy for biotechnology or even for the closely related
areas of environmental and food-safety policy, which remained primarily a
national responsibility within each of the Community’s member states.

The EU nevertheless developed a de facto policy on food products, includ-
ing eventually over products produced from agricultural biotechnology, as
the EU’s policies on agriculture and the establishment of an internal mar-
ket for food and agricultural products “spilled over” into the regulation of
the approval, content, and labeling of European foods, including of GM
foods. The term “regulatory spillover” refers to a process in which the goal to
assure the free movement of goods in Europe triggers new regulation at the
European level to remove non-tariff barriers to trade caused by member-state
regulations. More specifically, the Treaty provided for the possibility that the
Council of Ministers, acting on a proposal from the executive Commission,
could adopt “approximated” or “harmonized” regulations, typically in the
form of a Directive which would establish minimum EU standards, leaving
member states to transpose and implement those standards in their national
legal systems.'?® These harmonized directives were supplemented by the prin-
ciple of “mutual recognition” pursuant to which member states must accept
products produced by each other, subject to certain conditions.!*”

By and large, the EU food safety system achieved its aim of establishing a sin-
gle market for food products, increasing consumer choice, and removing non-
tariff barriers to trade among the member states. In comparison with the US,
however, the EU food safety system, and the EU regulation of biotechnology in
particular, remained a much less centralized and incomplete regulatory patch-
work, with a decision-making process in which the key decisions were taken not
by a specialized regulatory agency like the FDA, but by political bodies such as
the Council of Ministers, Commission, and European Parliament, in an uneasy
cooperation with competent authorities in each of the member states.

2.3.1. The EU as a political system

The contemporary EU began life as an international organization of sovereign
member states, but it has gradually evolved into something akin to a domes-
tic political system, characterized by both a vertical or “federal” division of
powers between the EU and member-state levels, and the horizontal “separ-
ation-of-powers” among the legislative, executive, and judicial branches of
the Union.'*

In terms of the vertical separation of powers between the Brussels-based
EU institutions and the member states, the EU is increasingly characterized
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as a federal or quasi-federal system. This is not to say, of course, that the EU’s
central institutions are as powerful as those of the US. Indeed, many scholars
question whether the EU can or should be accurately described as a federal
state, noting the Union’s secondary role in many important areas of policy, as
well as the relatively weak role of the Commission as the EU’s primary execu-
tive body.!?

Nevertheless, if the EU’s “federal” or supranational institutions are weaker
than those of the US, the EU as a political system can be described as federal.
The term federalism has been the subject of numerous overlapping definitions,
but most of these formulations rely on three elements emphasized by R. Daniel
Kelemen, who has described federalism as “an institutional arrangement in
which (a) public authority is divided between state governments and a central
government, (b) each level of government has some issues on which it makes
final decisions, and (c) a federal high court adjudicates disputes concerning
federalism.”'° In most federal systems, moreover, the structure of represen-
tation is two-fold, with popular or functional interests represented directly
through a directly elected lower house, while territorial units are typically
represented in an upper house whose members may be either directly elected
(as in the US Senate) or appointed by state governments (as in the German
Bundesrat). In both of these senses, the EU already constitutes a federal sys-
tem—with a constitutionally guaranteed separation of powers between the
EU and member-state levels, and a dual system of representation through the
European Parliament and the Council of Ministers. In this regard, we can com-
pare the EU to the US federal system, while remaining cognizant of the greater
legal competence and budgetary resources of the US federal government.'3!

Unlike the parliamentary states of Western Europe, but like the US, the EU
can also be characterized by a horizontal separation of powers in which three
distinct branches of government take the leading role in the legislative, execu-
tive, and judicial functions of government, respectively. This does not mean,
of course, that any one institution enjoys sole control of any of these three
functions; indeed, as Amie Kreppel points out, the Madisonian conception
of separation of powers “requires to a certain extent a co-mingling of powers
in all three arenas (executive, legislative, and judicial).”!*? In the case of the
EU, for example, the legislative function is shared today by the Council of
Ministers and the European Parliament, with an agenda-setting role for the
Commission; the executive function is shared by the Commission, the mem-
ber states, and (in some areas) independent European regulatory agencies; and
the judicial function is shared by the European Court of Justice (ECJ), the
Court of First Instance, and a wide array of national courts bound directly to
the ECJ through a preliminary reference procedure.

The legislative function in the EU—the adoption of legally binding
Regulations and Directives governing the behavior of the EU’s member states
and their citizens—begins with the European Commission, which in most
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issue-areas (including those of interest to us here) enjoys the “sole right of
initiative” to propose legislation for consideration by the EU’s primary legis-
lative bodies, the Council of Ministers and the European Parliament. The
Commission therefore, although normally considered to be the “executive”
branch of the EU system, plays a vital role in shaping draft legislation in its
early phases. The Commission itself is led by a “College” of Commissioners,
who vote by simple majority, although in practice EU legislation is drafted
in the first instance by the Commission’s services, including its various
Directorates-General (DGs) devoted to individual portfolios such as the internal
market, agriculture, and the environment."* (In practice, as we shall see, DG
Environment has played a leading role in the drafting of legislation governing
GM foods and crops, with a secondary role for other relevant DGs.)

The precise legislative procedure governing any particular piece of draft
legislation is spelled out in the Treaty that specifies the rules applicable to a
particular issue-area. For much of the history of the EU, the dominant pro-
cedure was the so-called consultation procedure, according to which a rela-
tively weak European Parliament would be “consulted” about the contents of
the proposed legislation, but the final decision would rest with the Council
of Ministers, a meeting of domestic ministers from the EU’s various mem-
ber states. Although nominally a single body, the Council meets in various
configurations, with, for example, the Environment Council being composed
of national environmental ministers, the Agriculture Council of agriculture
ministers, and so on. (The Environment Council has played the leading role
in the regulation of GM foods and crops, as we shall see below.) Political nego-
tiations in the Council are most often taken by consensus, and indeed the
Treaties initially specified the use of unanimous voting for most issue-areas.
Over time, however, the Treaties have been amended to provide for increasing
use of qualified majority voting (with more powerful member states enjoying
greater voting weight than smaller ones), and the Council increasingly resorts
to formal votes on draft legislation—particularly in especially controversial
issue-areas such as GM foods and crops.'**

Alongside the Council, the European Parliament (EP) has grown from being
a weak and primarily symbolic body to being, in many issue-areas, an equal
partner with the Council in a bicameral legislative process. Over the course
of the 1980s and the 1990s, the legislative powers of the EP were increased
sequentially in a series of Treaty amendments, from the relatively modest and
non-binding “consultation” procedure of the EEC Treaty through the creation
of the “cooperation” procedure in the 1980s to the creation and reform of a
“co-decision procedure” in the 1990s. Under the contemporary co-decision
procedure, spelled out in the 1997 Treaty of Amsterdam, the legislative pro-
cess begins with a Commission proposal, which is sent both to the Council
and the European Parliament. The Council and the EP deliberate and vote in
a series of readings, and any discrepancies between the two bodies are negoti-
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ated in a “conciliation committee,” roughly analogous to a US House-Senate
conference committee, the results of which must be approved by the requisite
majority in both chambers. As a result of this procedure, “the Council and the
Parliament are now co-equal legislators and the EU’s legislative regime is truly
bicameral,”!** and the EP has, alongside the Council, played a vital role in the
adoption of the EU’s legislative framework for GM foods and crops.

Just as the legislative process is fragmented among multiple actors, so too
is the EU’s executive power distributed among several bodies, four of which
deserve mention here. First, the Commission has been delegated the task,
under many EU Regulations and Directives, of applying broad EU legisla-
tive frameworks to specific cases, as for instance in the approval of specific
GM foods and crops. Second, however, the Commission, as an agent of the
member governments that created it, is not free to act as it likes, but in most
instances must submit its draft decisions to a so-called “comitology” com-
mittee of member-state representatives, who examine the Commission’s
decisions and in some cases may block its implementation.®® In the case
of GM foods and crops, for example, the Commission is supervised by a
“regulatory committee,” which may block a draft Commission decision by
a qualified majority vote of its members, or transmit a draft decision to the
Council of Ministers for reconsideration. Both the regulatory committee and
the Council of Ministers have, in fact, been the scene of bitter disputes over
the Commission’s proposed decisions, thus blurring the line between legisla-
tive decision-making and executive implementation. The Commission is also
assisted in the biotech sector by a third set of executive actors, who conduct
scientific risk assessments of individual GM foods and crops. This task was
originally played by a committee of member-state experts under the terms of
the EU’s 1990 Directive, although the task of risk assessment was turned over
in 2002 to a new European Food Safety Authority (analyzed in Chapter 6).
Fourth, unlike the US with its large federal bureaucracy, the relatively small
Commission relies almost entirely on the member governments to imple-
ment EU laws “on the ground”—a reliance that has proven problematic in
many instances, as we shall see below.

The judicial function in the EU, finally, is entrusted primarily to the
Luxembourg-based ECJ, which has over the years interpreted EU laws broadly,
helping to move along the process of European integration.!®” Under the terms
of the EU’s founding Treaties, the Commission can, and often does, bring
“direct actions” against member states for failing to transpose or implement
EU legislation into national law, and the Commission has made limited use
of this power to bring so-called “infringement proceedings” against member
states for failure to transpose EU Directives on GM foods and crops in a timely
fashion. In addition, the ECJ can also decide on “indirect actions,” in which
individual litigants in the various member states raise questions of EU law,
claim rights under EU law, or challenge the actions of their own governments
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for contravening EU law; in these instances, national courts typically request
a preliminary ruling from the EC]J, which can and often does overturn the
national law in question in favor of EU law. Thus far, however, the ECJ has
been a relatively minor actor in the regulation of GM foods and crops in the
EU, although the Court has in some instances been called upon to rule on the
legality of certain member-state measures, and the standards for member-state
courts to review them (see Chapter 6).

2.3.2. The EU regulates GMOs: Directives 90/219 and 90/220

Agricultural biotechnology is regulated at both the EU and the member-state
levels. We focus here on the EU level since the US and other parties deal pri-
marily with the EU regarding conflicts over GMO policy. As we will see, how-
ever, member-state regulation remains central to managing conflicts between
European, US, and other national agricultural biotech regulations.

The first comprehensive legislation for the regulation of biotechnology in
the EU came in 1990, with the adoption of two directives by the EU Council
of Ministers: Directive 90/219 on the Contained Use of Genetically Modified
Microorganisms, which regulates the use of GMOs in laboratory settings; and
Directive 90/220 on the Deliberate Release into the Environment of Genetically
Modified Organisms, which governed for over a decade the approval, planting,
and marketing of GM foods and crops within the EU and is therefore particu-
larly important for our purposes here. As in the US, however, consideration
and debate over an EU policy for GMOs began with the creation of the new
technology itself, in the 1970s (see chronology of events, Table 2.3).

From the 1970s through the mid-1980s, the development and marketing
of GM foods and crops lay in the distant future, and regulators in Europe as

Table 2.3 Key events in EU biotech regulation, 1978-99

1978 Commission proposes directive requiring prior notification and authorization
of GM research (withdrawn 1980)
1983 Biotechnology included in EU Framework R&D Programme
1984 Commission forms Biotech Steering Committee
1986 Commission report, A Community Framework for the Regulation of Biotechnology
1988 Commission proposes twin directives on Contained Use and Deliberate Release
of GMOs
1990 Council adopts Directives 90/219 and 90/220, establishing legal framework for the

approval and marketing of GM foods and crops
1996 (March)  Start of BSE crisis, questioning of EU food safety regulation
1997 (Jan.) Council adopts Novel Foods Regulation

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

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

1999 (June) Declaration of moratorium on GM approvals by five member states
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elsewhere therefore focused primarily on issues relating to laboratory research
and to the development of a competitive biotechnology industry. In 1978,
the Commission Directorate General for Science, Research and Development
(then DG XII) proposed a Community R&D programme in molecular biology,
together with a draft Directive requiring notification and prior authorization
by national authorities for all biotechnology research.®® The Commission,
following the advice of DG XII, withdrew the latter proposal in 1980, wishing
to avoid legislation on account of reduced concerns over the risks posed.!*
Instead it supported the adoption of a non-binding recommendation from
the Council of Europe, calling for notification of tDNA research to national
authorities.’*® At the same time, the Commission remained concerned about
the competitiveness of the EU’s biotechnology industry, and in 1983 the
Commission incorporated biotechnology into its multi-annual Framework
Programme for research and technological development, and in 1985 adopted
a Biosafety Action Plan highlighting the need for “research” and “concertation”
to develop the new technology.'*!

By the mid-1980s, with the rapid development of genetic engineering
and the early efforts to regulate biotechnology among the member govern-
ments, the Commission began more actively to explore the development of a
Community framework for biotechnology regulation. Such proposals created
major challenges for the Commission due to the multi-sectoral nature of bio-
technology, which would implicate internal market policy, industrial policy,
research and technological development, environmental policy, food safety,
agriculture, and international trade. As a multi-sectoral issue, the regulation of
agricultural biotechnology raises the challenge of coordinating policymaking
horizontally among a large number of public actors with diverse perspectives
about biotechnology. The Commission responded by creating several inter-
departmental coordinating bodies, most notably the Biotechnology Steering
Committee (1984) and the Biotechnology Regulation Inter-service Committee
(1985).1#2 Through the mid-1980s, the Science, Research and Development
DG (DG XII) played the predominant role, for, “the other DGs...saw the
mysteries of biotechnology as still playthings of [it] and the scientific com-
munity...” Hence, “[tthe Commission communications on biotechnology,
although presenting a strategic approach, were in practice largely drafted by
the research service, DG XII, with marginal additions by the other services.”!*
Over time, however, policy leadership within the Commission shifted grad-
ually away from the research service, and towards other DGs, as biotechnology
moved out of the laboratory to planting in crop trials and the marketing of
GM seeds and foods.

The two most logical places for the drafting of legislation on agricultural
biotechnology were DG Environment or DG Agriculture, but DG Environment
took the lead, maintaining that GM crops needed to be assessed in environ-
mental terms. DG Agriculture was seemingly more focused on the Common
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Agricultural Policy and the challenges of managing the EU agricultural surpluses
that the CAP fostered at this time.'** Increasingly, according to observers such
as Cantley, DG Environment cut out DG Science, Research and Development
from policy influence, “prefer[ing] to consult its own experts,” and reluctant
to accept other experts’ advice, especially those wary of the advisability of new
legislation.’® DG Environment knew it lacked allies in DG Science, Research
and Development for its desired regulatory role, which DG Science found to
be duplicative and without scientific justification. Cantley notes how, after
1986, “the inter-ministerial conflicts (and within the European Commission,
the inter-DG conflicts) were continual, bitter, and angry.”¢

With DG Environment in the lead, the Commission released a new
Communication in 1986, “A Community Framework for the Regulation of
Biotechnology,” which laid out the Commission’s rationale for a European
regulatory regime and its plans for specific EU regulations.'” The Commission
noted that the FEuropean Parliament had already called for Community-level
regulation, and that a number of member states had already moved to adopt
a range of national measures, threatening to disrupt the EC’s single market:
“The internal market arguments for Community-wide regulation of biotech-
nology are clear,” it argued. “Microorganisms are no respecters of national
frontiers, and nothing short of Community-wide regulation can offer the
necessary consumer and environmental protection.”’® The Commission
therefore indicated its intention to come forward with concrete regulatory
proposals covering both laboratory use and deliberate release into the envir-
onment of GM organisms. As many commentators have noted, the biotech
industry was not as well organized in Europe and was unable to mobilize
political resources to prevent the enactment of process-based GM regulation
that was framed in environmental terms.'*° Thus by 1986, the year of both the
US Coordinated Framework and the EC Community Framework, Europe and
the US had started down different paths.

The Commission’s 1988 proposal for a “deliberate release” Directive began
by noting the extraordinary diversity of existing national regulations across
the various member states, including: (a) a ban on deliberate release (sub-
ject to exceptions) in Denmark and Germany; (b) a case-by-case approach to
the release of individual GMOs in a number of member states (UK, France,
Belgium, Netherlands, and Luxembourg); and (c) an absence of legislation
in other member states (Ireland, Greece, Italy, Spain, and Portugal).’*® The
Commission'’s proposal emphasized the scientific uncertainty associated with
genetic engineering and therefore proposed an EU regulatory scheme that
would provide for case-by-case assessment and authorization of the release
of all new GM varieties into the environment. In contrast with US agencies,
which elected to regulate GM foods only in terms of their final characteristics
as products, the European Commission elected to apply distinctive regulations
to GM foods as a function of the process through which they were developed.
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More specifically, the Commission’s proposal would require any individ-
ual wishing to release GMOs into the environment to notify and provide
a detailed risk assessment to the competent regulatory authority of the EU
member state in which the release was proposed. That particular member
state would then be charged with evaluating the application in line with the
provisions of the directive. If the member state rejected the proposal, the
procedure would end, but if the member state accepted the proposal, the dos-
sier would then be forwarded to the Commission and to the other member
governments, which would have a limited period to object to the author-
ization. If no objections were put forward, the product would be author-
ized for release and/or placement on the market throughout the EU. By
contrast, if one or more member governments or the Commission objected,
the Commission would then undertake its own assessment and formulate a
decision to approve or deny the application. The Commission’s draft deci-
sion would be circulated to an advisory committee of member-state repre-
sentatives, of whose opinion the Commission would have to take “utmost
account”; the final decision, however, would remain with the Commission.
In a final acknowledgement of member-state prerogatives, the Commission
proposed a “safeguard procedure” whereby a member state could, if it had
evidence of a serious risk to people or the environment from a previously
approved GMO, “provisionally restrict or prohibit the use or sale of that
product on its territory.” Once again, however, the member state in question
would have to inform the Commission of its actions and give reasons for its
decision, and the Commission would retain the power to approve or reject
the measures in question.

The European Parliament—which has emerged as a consistent champion
of strict regulation of biotechnology over the past two decades—criticized the
European Commission’s proposal as being too lax on a number of points and
proposed a number of amendments that would have substantially tightened
regulatory restrictions on the approval of new GMOs. The US government,
in contrast, criticized both the Commission’s proposal and the Parliament’s
proposed amendments as unnecessarily strict and as arbitrary, particularly inso-
far as they proposed to regulate all GMOs regardless of the characteristics of the
products to which they gave rise. The official US position went as follows:

By basing the Directive on the technique by which the organism is modified, the
EC is regulating organisms produced by a given process. This is not a functional
category directly related with the characteristics of the organism. As expressed in
the US coordinated framework for the regulation of biotechnology, the US gener-
ally regulates products rather than the process by which they are obtained. We
are concerned whether differences in approaches and their implementation may
lead to difficulties in our attempts to achieve international harmonization. It is impor-
tant to understand that whether an organism is “unmodified” or “genetically
modified” is, in itself, not a useful determinant of safety or risk.”!s!
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In other words, once the US internally determined how it would approach the
regulation of genetically engineered agricultural products in 1986, it wished
to export this approach through “international harmonization.” It saw the
EU’s proposed directive as a clear threat to these efforts.

The Council of Ministers followed the broad lines of the original
Commission proposal, thus rebuffing the core US objections, while at the
same time rejecting the Parliament’s most far-reaching amendments. The
Council did, however, modify the procedure under which the Commission
could issue approvals for new GM varieties: Whereas the original text pro-
vided for the Commission decision to be subject only to an advisory committee
of member-state representatives, the final text featured a more constraining
“regulatory committee,” which could approve a draft Commission decision
by a qualified majority vote. If the regulatory committee did not approve
the decision, however, it was to be sent to the Council of Ministers, which
could approve the Commission decision by qualified majority or reject it by a
unanimous vote. If the Council failed to act within three months, the directive
provided that “the proposed measures shall be adopted by the Commission”
(Article 21). By switching oversight of Commission implementation from an
advisory to a regulatory committee, the member states increased their lever-
age by subjecting Commission decisions to a potential vote in the Council
of Ministers (the rough analogue to the US Senate). Yet by requiring a unani-
mous vote to overturn a Commission decision, the Council’s powers remained
extremely constrained, at least formally, in terms of the approval or rejection
of individual GM varieties.

Finally—and significantly, in light of later developments—the Council
retained a slightly modified version of the Commission’s safeguard clause,
whereby a member state could, on the basis of new evidence about risks to
human health or the environment, “provisionally restrict or prohibit the use
and/or sale of that product on its territory” (Article 16). The member state in
question would be required to inform the Commission, which would approve
or reject the member-state measures in cooperation with the regulatory com-
mittee mentioned above.'>> As we will see, the regulatory committee would
later reject the Commission’s efforts to challenge member-state “safeguard”
bans imposed on approved GM varieties.

Thus, in contrast to the US system, politicians were involved at three levels
in the EU decision-making process. First, it was politicians who enacted a new
regulatory framework for the growing and marketing of GM foods and crops.
Second, it was the Commission, consisting of political officials designated
by member-state governments, which would make the decision whether to
approve individual GM varieties. Third, the Commission’s decisions are sub-
ject to review by committees of member-state representatives, and ultimately
by national politicians in the Council of Ministers. This EU system of a one-
house legislative veto (by the Council) of the executive branch’s administra-
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tive decisions regarding individual GM varieties would be unconstitutional in
the US.1%3

In 1997, the regulatory structure of Directive 90/220 was supplemented
by Regulation 258/97, the so-called Novel Foods Regulation.’* The regula-
tion defined “novel foods” as all foods and food ingredients that had “not
hitherto been used for human consumption to a significant degree within the
Community.” The definition included both GM foods as well as foods pro-
duced from, but not containing, GMOs (for example, oils processed from GM
crops but no longer containing any traces of GM material).’>* The regulation
established an authorization procedure similar to that of Directive 90/220, as
well as labeling requirements for all approved GMOs used in food and food-
stuffs. Significantly, however, the regulation created a simplified regulatory
procedure for foods derived from, but no longer containing, GMOs, provided
that those foods remained “substantially equivalent” to existing foods in
terms of “their composition, nutritional value, metabolism, intended use and
the level of undesirable substances contained therein.” Such a determination
would be made by the competent authority in the member state receiving the
application and would be notified to the Commission, which would in turn
notify the other member states. Although the procedure still involved pre-
market approval (unlike for foods “generally recognized as safe,” by the US
FDA), the simplified procedure significantly eased EU approvals for processed
foods that no longer contain GMOs. In practice, the procedure would prove to
be significant in the coming years, as individual member states would approve
a number of products as being “substantially equivalent” to their conven-
tional counterparts.!s¢

Again significantly in terms of later developments, the regulation (like the
earlier Directive 90/220) contained a safeguard clause allowing member states,
“as a result of new information or a reassessment of existing information” to
“temporarily restrict or suspend the trade in and use of the food or food ingre-
dient in question in its territory” (Article 12). Once again, any member state
invoking such safeguards would be required to inform the Commission, giv-
ing the grounds for its decision. Again the Commission would rule on whether
the safeguard was legal, working in cooperation with the Standing Committee
on Foodstuffs consisting of member-state representatives.

In comparison with the US system, the regulatory structure established
by Directive 90/220 and Regulation 258/97 was more complex, more decen-
tralized, and more politicized than the US system. It was more decentralized
because of the key role of member states to start, oppose, and reject (through
the imposition of safeguards) the approval of a GM seed or food. It was more
politicized because of the involvement of politicians in the approval process.
And it was more complex in that it created more institutional “veto points,”
where the approval of new GM varieties or the release and marketing of EU-
approved varieties could be blocked. We do not use the term “politicized” in
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a derogatory way. Indeed, many argue that the European approach is more
“democratic,” as opposed to a US technocratic approach. What we will show
is that, from an institutional perspective, the regulation of GM foods and
crops in Europe has been channeled through a political process more than a
purely administrative one.

2.3.3. From legislation to implementation

The adoption of these new EU regulations was not, however, the end of the
story, for a series of contingent events enabled opponents of GM products to
make use of their multiple veto points, triggering a member-state revolt and
a complete breakdown of normal EU decision-making. The implementation
of the new regulations quickly became inextricably and controversially linked
to a series of food-safety scandals that rocked the Union during the second
half of the 1990s, most notably the BSE scandal that struck in 1996. In March
of that year, the British government of Prime Minister John Major revealed
a possible connection between Creutzfeldt-Jacob Disease, a fatal disease for
humans, and bovine spongiform encephalopathy (BSE) or “mad-cow disease,”
a disease spread among cattle through their consumption of contaminated
feed (including ground meat and bone meal). The feed had been approved
by regulatory officials, even though the public was taken aback to learn that
cows had become carnivores.'”” The BSE outbreak infected some 150,000 cat-
tle in the UK, triggering their wide-scale slaughter, a Community ban on the
export of British beef, a plummet in beef sales throughout Europe, and a loss
of consumer confidence in regulatory officials. The crisis did not abate quickly,
moreover, with France and Germany reporting new outbreaks of the disease
in 2000 and 2001, and with new food scandals emerging over dioxin-contam-
inated feed and sewage sludge in feed, among others.!®

Perhaps most importantly for our purposes, the BSE scandal raised the
question of risk regulation “to the level of high politics, and indeed of con-
stitutional significance.”™ It generated extraordinary public awareness of
food-safety issues and widespread public distrust of regulators and scientific
assessments. Prior to the admission of the BSE risk, “the European Commission
had relied on the advice of the [EU’s] Scientific Veterinary Committee, which
was chaired by a British scientist and primarily reflected the thinking of the
British Ministry of Agriculture, Fisheries, and Food—advice which subsequently
proved flawed.”1%® There was thus considerable skepticism as to the political
independence of the committee’s “scientific” advice. Within Britain itself, UK
scientists continued to reassure the public regarding the lack of BSE risk with
information that was soon contradicted. The British Minister of Agriculture
even had himself photographed with his four-year-old daughter eating ham-
burgers to demonstrate that British beef was “perfectly safe” when it turned
out that the risk was real and other children died from it.'! Following the
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BSE scandal, comparative polling found that only 12 per cent of Europeans
expressed trust in national regulators, compared with around 90 per cent
of US citizens who believed the USDA'’s statements on biotechnology, even
though (as we have seen) the USDA can be subject to considerable political
influence.!%? As a result, it was much easier for anti-GMO activists to harness
“public outrage” and overcome “collective action” challenges to mobilize a
large opposition movement.'®* As empirical studies have shown, “trust in risk
management is easier to destroy than to create.”1¢*

It was in this socio-political context that GM crops were first commercially
introduced in the US and Europe. In April 1996, within a month of the ban
on British beef, the Commission approved the sale of a GM soy product over
member-state objections. In November 1996, the GM soy was imported from
the US to the EU, spurring widespread protest by Greenpeace and other groups.
Soybeans are ingredients in more than half of processed foods, and the US
shipped between 25 and 40 per cent of its soybeans to the EU.'® Many activ-
ists feared that GM soy would replace feed that had been banned in response
to the BSE crisis. In short, widespread media coverage and public debate about
GM foods began just as the BSE food crisis struck, which helped link the two
issues before the European public.'®® As behavioral studies show, people’s
assessments of risks are not equally weighed, but rely on certain heuristics,
or in common usage, rules of thumb. A central one is the availability heuristic
according to which one assesses the extent of risk by recalling examples that
come recently to mind.'”” This tendency can result in “probability neglect”
in which individual judgments focus on worst-case scenarios, neglecting to
address the probability that they would occur.’® In thinking about the risks
of GM foods, European consumers recalled recent experiences with the “mad
cow” and other food safety scandals in which scientists’ and regulators’ advice
turned out to be wrong. Precisely at the time that GM products came to mar-
ket, food risks were salient in the European public’s consciousness, unlike in
the US.

Two other events occurred in late 1996 that add important context to the
contestation that was to engulf EU decision-making over GMOs. In December
1996, a Scottish scientist announced to the world the first successful repro-
duction of a cloned mammal, a sheep named “Dolly,” suggesting that the
cloning of humans could follow shortly. The announcement spurred further
ethical challenges to biotechnology research. Also in December, the US and
Canada lodged complaints before the WTO challenging the EU’s ban on
hormone-treated beef on the grounds that the EU ban constituted a disguised
barrier to trade and was not scientifically justified. The WTO judicial bodies
subsequently held against the EU, and, when the EU failed to comply with
the ruling, authorized the US and Canada to adopt retaliatory tariffs on EU
farm products, leading in turn to widespread protests among European farm-
ers and anti-globalization activists. The WTO case, in particular, rallied a fed-
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eration of smaller French farm producers that fervently opposed GMOs, the
Confédération Paysanne, led by Jose Bové.'® Bové quickly became a symbol for
anti-globalization and anti-WTO movements worldwide, and a French national
figure, embraced by the leaders of each major French political party.!”°

The close succession of these events illustrates how the popular understand-
ing of GM products in Europe became associated with consumer anxieties
related to food safety crises, distrust of regulators and scientific assessments,
disquiet over corporate control of agricultural production, ethical unease over
genetic-modification techniques, environmental concerns, and anger over
the use of international trade rules by the US to attempt to force “unnatu-
ral” foods on Europeans. A widespread cross-sectoral movement organized to
oppose GMOs in Europe, bringing together environmentalists, consumers,
and small farmers. This movement raised the political profile of GM policy
across the EU in a common manner, although with different characteristics
in discrete national arenas.’”! The movement operated at multiple levels,
working the media, and local and national political processes, coordinating
transnationally, and lobbying the Commission and EP.'? The British media
dubbed GM products “Frankenstein” foods, playing off fears that scientists
and public agencies could not control the release of GM products. European
negative attitudes toward GM crops and foods rose rapidly. In early 1996, 46
per cent of the French were against GMOs, a figure that rose to 65 per cent in
1999, and 75 per cent in 2002. Over 80 per cent of Germans expressed nega-
tive opinions about GMOs by late 1998.173

In the midst of the fray, the Commission approved in January 1997 the
sale of another GM food crop (a Bt corn variety owned by Novartis) over
the objection or abstention of all but one of the fifteen member states.'”
The Commission was able to do so because of the approval procedure set forth
in Directive 90/220 pursuant to which the Council could only reject or amend
the Commission’s proposal by a unanimous vote. France, which had initially
approved the variety, announced that it supported the Commission’s author-
ization.'” As a result, even though fourteen member states either opposed or
abstained from supporting the Commission at this point, the approval went
forward. Soon even France opposed commercialization of this GM variety
following shifts in French domestic politics.'”®

The member states did not simply accept the Commission’s decision. They
actively undermined its implementation, invoking the safeguard clause of
Directive 90/220 which permitted a member state to prohibit an approved
GM variety in its territory if it had “justifiable reasons to consider that [the]
product...constitutes a risk to human health or the environment.” Austria
was the first to act, promptly prohibiting the cultivation and marketing of the
GM maize variety on February 14, 1997. Luxembourg followed suit on March
17. Over time, more member states deployed safeguard bans, undermining
the central purpose of Directive 90/220 to create a single market for GM crops
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under a harmonized regulatory system. By January 2004, nine member-state
safeguards, applied by Austria, France, Greece, Germany, and Luxembourg,
were in effect.!”’

Opponents of GMOs worked not only the political process: they took their
battle to the marketplace as well. Non-governmental organizations such as
Greenpeace and Friends of the Earth campaigned against GMOs, pressuring
retailers not to carry GM products, informing consumers about GM products
in stores, and even distributing magnifying glasses to consumers in Germany
to help them search for GM products on the labels.!”® Under pressure from
potential consumer boycotts of their foods, many large European brand com-
panies and retailers refused to buy or sell GM foods. Danone, Nestle, and
Unilever decided not to use GM varieties in 1998, fearing consumer boycotts
of their brands. Large UK and French supermarket chains, such as Sainbury’s
and Carrefour, pledged that their chain-labeled foods would be free of
GMOs, wary of consumer boycotts of their stores.'” The EU trade association
EuroCommerce demanded that US producers and distributors segregate and
label GM soybeans. Major purchasers of soybean imports into Europe, such
as subsidiaries of Unilever, simply refused to buy US soybeans.!® Monsanto
organized a media campaign to raise support for GM products, but the cam-
paign backfired, serving primarily to increase public awareness that GM food
products had arrived or were on their way. Surveys in the UK and France
indicated that negative perceptions of GMOs rose following the Monsanto
advertising campaign.'s!

Thus, although GM soy and maize varieties had been validated by risk
assessments conducted by EU scientific committees and been legally author-
ized for marketing throughout the EU, they were subject to member-state bans
and were barely commercialized at all.’®? In fact, the Scientific Committee on
Plants had issued sixteen favorable opinions on applications for placing GM
plant varieties on the market under Directive 90/220, and only one unfavor-
able opinion “due to an insufficient risk assessment,” resulting in the with-
drawal of the application.'®® The scientific committee recommendations were
simply ignored.

In response to the popular backlash against GMOs successfully stirred by
non-governmental groups and captured in national media, a group of mem-
ber states (Denmark, France, Greece, Italy, and Luxembourg) pronounced in
June 1999 the need to impose a moratorium on all approvals of GM products,
pending the adoption of a new and stricter regulatory system. In an annex to
the press release of the Environment Council meeting in Luxembourg on June
24/25 1999, the Danish, French, Greek, Italian, and Luxembourg delegations
declared:

The Governments of the following Member States, in exercising the powers vested
in them regarding the growing and placing on the market of genetically modified
organisms (GMOs), [...] point to the importance of the Commission submitting
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without delay full draft rules ensuring labeling and traceability of GMOs and GMO-
derived products and state that, pending the adoption of such rules, in accordance
with preventive and precautionary principles, they will take steps to have any new
authorizations for growing and placing on the market suspended.'

For nearly six years, from October 1998 (when two GM varieties of carna-
tions were approved) to May 2004, no GM varieties were authorized for sale in
the EU market, the only exception being for foods derived from GM varieties
deemed “substantially equivalent” to traditional foods and subject to the sim-
plified procedure under the 1997 Novel Foods Regulation. Rather, member
governments within the Council would obstruct the authorization of any
new GM variety, pending the adoption of a revised EU regulatory framework
(examined in Chapter 6).

2.4. The sources—and subsequent stability—of regulatory
polarization

By the late 1990s, then, the US and the EU had adopted significantly different
regulatory standards and distinct regulatory systems, summarized in Table 2.4.
In contrast with the US system, predicated on what the US calls “science-
based” decision-making conducted by specialized regulatory agencies with
minimal legislative interference, the EU system featured decision-mak-
ing by political bodies (the Commission, the Council, and its regulatory
committees) based on the criteria that included social and economic
considerations alongside scientific assessments. Of course, biotech skeptics
argue that the US government uses the term “sound science” for political
ends and they distrust US government claims. We do not evaluate these
claims from a scientific perspective. Rather, we simply note that, in practice,
these distinctive regulatory systems gave rise to different regulatory standards
for GM products, with more rapid approvals and less onerous restrictions
imposed in the US than in the EU.

The causes of this regulatory polarization, we argue, are multiple, reflect-
ing a combination of interests, institutions, ideas, and contingent events.'
More specifically, we offer two arguments in this section about the causes of
regulatory polarization and about its persistence over time, respectively. First,
we question the ability of any single factor to explain the differences between
the US and European approaches to GM foods and crops, and we dispel the
notion than any of these factors determined US or EU regulatory polarization
from the outset. Rather, after examining the strengths and weaknesses of each
explanation, we put forward a multicausal explanation that looks at cultural
predispositions and institutional choices in terms of the opportunities and
tools that they provide to different interest groups in their political struggles
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Table 2.4 Comparison of US and EU approaches to biotechnology regulation

Aspect us EU
Philosophical View of biotech Substantially equivalent ~ Inherently different
Approach to risk “Sound science” Precautionary
management principle
Institutional/regulatory Decision-making style Administrative Political
Pre-release notification  Field tests—mandatory Mandatory
Pesticides—mandatory Mandatory
Foods—voluntary Mandatory
if GRAS
Approval required Field tests—yes Yes
Pesticides—yes Yes
Foods—no if GRAS Yes
Labeling Only in specific instances Mandatory

Source: Abbreviated and modified from Young 2003: 466.

over the framing of the issues. We maintain that politicians and interest
groups both in the US and in Europe were active in struggles over the fram-
ing of the perception of the risks and benefits of agricultural biotechnology,
and these perceptions were facilitated by different contingent events on each
side of the Atlantic. It was, therefore, not inevitable that US regulators would
adopt a product-based approach to GMO regulation, nor was it obvious from
the outset that the EU would adopt the strict, politicized, and highly precau-
tionary system that emerged over the course of the 1990s.

Secondly, however, we argue that both political actors and interest groups
on each side of the Atlantic have subsequently been constrained by the dif-
ferential policy frames and institutional choices examined above. In line with
historical institutionalist analysis, we argue that early decisions have produced
“self-reinforcing” systems on both sides of the Atlantic which, although
subject to reversals in response to major shocks, are now difficult to change.
In the US, agricultural biotech has been defined as an evolutionary develop-
ment in plant breeding technology that has resulted in new opportunities,
and whose risks can be technocratically managed as any other plant variety
by specialized agencies under existing legislation. In the EU, in contrast, agri-
cultural biotechnology has been viewed as presenting a new form of technol-
ogy and raising broad social concerns so that scientific risk assessment should
be just one input into a political decision. These policy frames, in turn, have
informed the legally binding institutional frameworks adopted by each side,
both of which have proven resistant to change. To the extent that change
has proven possible (a subject we address in Chapter 6), it has demonstrated
a clearly path-dependent character, introducing incremental changes at the
margins of regulatory systems that have remained remarkably stable over
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time. For this reason, US/EU regulatory polarization, although not inevitable
from the outset, has proven robust and enduring, as have the trade disputes
that it has generated.

2.4.1. Sources of regulatory polarization

Existing explanations of US or EU regulatory polarization typically emphasize
one of the four key factors: interest-group pressures, institutional differences,
cultural differences, and contingent events. To start with an interest-based
approach, we agree with Thomas Bernauer and others who argue that the
structure of interests and interest-group pressures have varied between the US,
where biotech firms, farmers, and food distributors acquired an early advan-
tage in the adoption of the new technology and pressed for an accommodating
regulatory structure, and the EU, where producer interests have been weaker
(as a result of the later development of the industry) and less cohesive.!8

In Europe, the biotechnology industry could have become quite strong and
competitive, as a number of leading biotech firms are headquartered in the
EU.% Over time, however, agricultural biotech investment fled Europe and
concentrated in the US on account of the inauspicious European regulatory
environment. North American inventors, for example, received 3,035 patents
for “agbiotechnologies and crop genetics” compared to 774 patents granted
to European inventors during the period from 1982-2002.'% In 2007, the
Commission’s Enterprise and Industry Directorate General reported that “pub-
lic and private investments into agro-biotechnology research have decreased
in the EU during the past decade and there has been a delocalization of private
R&D to countries outside Europe.”1®

Most importantly, the biotech industry in the US was able to get farm-
ers to adopt GM soybeans, corn, and cotton relatively quickly following
their development, creating what one might call facts in the ground.'® Once
GM varieties were in the ground in large quantities, US farm association
interests became a key source of support for GM crops and foods, so that a
broad array of Congressional representatives had little incentive to tighten
legislation.

In Europe, in contrast, the biotech industry failed to get early approval and
early adoption of GM crops by farmers, so that European agricultural lobbies
have never had a large stake in fending off regulatory restrictions. Indeed,
given the increasingly strict regulations on the growing and marketing of GM
foods and crops as well as adverse public opinion toward GMOs, European
farmers have generally approached GM crops with trepidation, fearing that
they might not be able to sell them because of responses in the European
marketplace. European farmers are wary of distributor and wholesaler reluc-
tance to buy GM foods in response to consumer demands and the threat of
anti-GMO activist pressures.’” Moreover, since US farms are generally larger
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than European farms and are less likely to be located next to densely settled
or protected landscapes, they can adapt to requirements to create buffer zones
between their fields and those of adjacent organic (or GM-free) farms at a
lower marginal cost.’> Many European farmers have thus benefited from the
challenges confronting US grain producers and traders because of EU legisla-
tion, either because their US competitors grow GM varieties or because US
non-GM varieties may be inadvertently mixed with GM varieties in the US
grain distribution system.!*?

If European farmers were at a significant competitive disadvantage on
account of EU restrictions on GM varieties, and if there were supermarket and
consumer acceptance of GM foods in Europe, one would likely see greater
activism of European farm associations in the political and regulatory process.
Political pressure from concentrated producer interests could help to secure
a more permissive regulatory system. It appears that this indeed has taken
place in the EU’s treatment of GM enzymes, which are used in the produc-
tion of cheese, beer, and biofuels. In contrast with other GM foods and crops,
European companies are among the world’s leaders in GM enzyme production,
and it is striking that GM enzymes have been expressly exempted from the
EU’s approval and labeling requirements for GM products.’ Foods derived
from the use of GM enzymes (such as cheese and beer) are not labeled, so that
European consumers are not in the position to refuse to buy them on this basis.
Yet labeling of other GM-derived foods is required in the EU (see Chapter 6),
and there is no serious political prospect of this legislation being relaxed.

Moving from producer interests to consumer interests, the fragmented
nature of the US consumer movement appears to have contributed to its rela-
tively weak response to GMOs in the 1990s, while the centralization of EU
consumer interests allowed consumer groups a greater influence on national
and EU decision-making. European skeptics of GM technology were also able
to use “direct action” campaigns, such as the uprooting of GM fields, to obtain
widespread press coverage that highlighted their views on the risks and uncer-
tainty of the new technology.

Despite these contrasts, we do not believe that the regulatory differences
were determined solely by different configurations of interests. European gov-
ernments and the European Commission wish to promote the competitiveness
of EU research and technology, and the EU’s largest agribusiness trade associa-
tions would more actively support access to biotech products were European
consumer and supermarket responses similar to American ones. There is little
evidence that Europe is simply being protectionist in constraining imports of
GM products from the US, since there are plenty of non-GM varieties grown
elsewhere that can fill the gap. Although the biotech industry may have been
better organized in the US and although GM skeptics better so in Europe,
there remain strong advocates of the technology in Europe and strong skep-
tics in the US.

71



When Cooperation Fails

Differences in US and EU institutions have also played a key role. In the EU,
relatively decentralized decision-making, with a particularly strong role for
the individual member states, has created a system with multiple veto play-
ers, facilitating a ratcheting-up of standards and the imposition of a de facto
moratorium on new GM approvals imposed by a minority of member govern-
ments. By contrast, the more centralized US federal system has produced a
more streamlined and politically insulated approval process undertaken by
long-standing and more publicly trusted federal agencies like the FDA, the EPA,
and the USDA. Such an institutional perspective fits with Sunstein’s notion
that independent agencies tend to be “more deliberative, calculative, slower
and more likely to be error free,” resulting in a more “science-based” approach
that is less responsive to populist sentiment mobilized by anti-GMO activists.
In Sunstein’s view, independent agencies are better able to weigh probabilities
of both costs and benefits, as opposed to banning new technologies on the
grounds of what he calls an “incoherent” precautionary approach.!®s

We agree with institutionalist theorists that institutions can structure pol-
itics and channel how issues are framed, and we shall argue presently that the
US and EU regulatory frameworks for GMOs, once established in the 1980s and
early 1990s respectively, have proven highly resistant to change. However, we
do not find it credible that the different approaches to GM regulation in the
US and Europe were determined by the characteristics of a more centralized
US system of specialized agencies compared to a more fragmented EU system
involving a heightened role for politicians. Although specialized regulators
may have different approaches to risk regulation than politicians responding
to populist concerns, institutional differences did not determine the different
approaches of the US and the EU to the emergence of GMOs as a public-policy
issue. As we have shown, US regulation could have gone the other way in
the 1980s had the EPA taken the lead, or had Congress intervened, or had
President Reagan not been in the White House. In short, the key US policy
choices of the 1980s were made in the context of political struggles; they were
not preordained by the institutional structure of the US federal system.

Similarly, we are skeptical of the claim that the US regulatory system, with
its emphasis on regulation by independent expert regulators, makes the US
more inherently risk-acceptant than the EU. The US is more precautionary
than the EU in many other fields, such as the regulation of carcinogens and
nuclear energy, among others.’® The US even appears to be more precaution-
ary than Europe in respect of biotechnology used for medical research, which
has raised significant US political debate around ethical issues, even though
the FDA, EPA, and USDA are also involved in its regulation to varying extents.
Sheingate thus correctly concludes that “the United States is neither uni-
formly supportive of biotechnology nor does industry dominate all facets of
the biotechnology policy process. Rather, there is significant variation across
biotechnology applications as well as over time.”!” Even today, were US public
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concern regarding GMOs to rise, Congress could pass new statutes to increase
precautionary regulatory controls, as it has in other areas in the past.

In sum, institutional differences between the US and the EU did not, in
themselves, determine the different approaches to biotechnology regula-
tion taken by the two sides. Even in the US, while the debate has been less
“politicized” in the sense that politicians have been less involved, politicians
(the Reagan White House) were quite engaged in setting up the Coordinated
Framework in 1986; and US biotech proponents remain active in promoting
the technology in domestic debates. US and EU institutions mattered, to be
sure, in the sense of offering private interests and public officials distinctive
opportunities and constraints, but the general institutional structure of each
system did not constrain actors so narrowly as to determine in any straightfor-
ward way the regulatory frameworks for agricultural biotechnology adopted
by each side.

In addition to the importance of material interests and institutions, we
believe that a full explanation requires consideration of ideational and cultural
differences. The regulatory contrast between the EU and the US can be attrib-
uted, in part, to the impact of such differences, summarized by Marsha Echols
under the rubric “different cultures, different laws.”!® European governments
and their consumers have generally been willing to accept the safety of trad-
itional foods, such as raw milk cheeses and cured meats, while challenging the
adoption of new technologies for food production and preservation such as
irradiation and genetic modification. Americans, by contrast, have generally
been skeptical of traditional European methods, while remaining more open
to the use of new technologies in food production and preservation. Similarly,
Europeans, who live in a much more densely populated continent, tend to
view agriculture as associated with land preservation in an age of urban sprawl,
while Americans, benefiting from much larger tracts of nature reserves, are
more likely to view agriculture solely in terms of food production.!”® Because
Europeans’ experience of the environment is more directly linked to agricul-
tural landscapes, they may be more sensitive to GM risks. European publics
were thus more likely to be receptive to arguments regarding the risks of these
new crops and foods than were Americans.

We also agree that perceptions of risk are influenced by cultural predispos-
itions. Mary Douglas and Aaron Wildavsky in their book Culture and Risk tie
perceptions of risks to competing cultural views that can be categorized as
egalitarian, individualistic, or hierarchical.?® According to this cultural theory
of risk, egalitarians tend to be more concerned with environmental risk, espe-
cially to the extent that it affects social inequality; individualists tend to be
more dismissive of claims of risk, relying more on market-based approaches;
and hierarchists tend to be conservative and focus on the defense of status.
To the extent that American culture is relatively more individualistic and
European cultures more egalitarian or hierarchical, it is indeed plausible that
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Americans and Europeans can approach choices involving risk with different
predispositions.

Many cultural theorists go further in their conclusions, maintaining that,
“culture is prior to facts.”**! In the context of the regulation of GM products,
they would argue that regulatory choice is not simply a matter of neutral,
technocratic, science-based assessment, but implicitly a reflection of cultural
values.?** For instance, in their review of Sunstein’s book attacking the coher-
ence of the precautionary principle (and implicitly of European regulation
of GM products), four leading cultural theorists of risk offer the example of
nuclear power regulation as a reflection of cultural values. They state:

The difference between French and U.S. attitudes toward nuclear power, and the
resulting differences in the regulations of the two nations, are hardly a matter
of “coincidence” or chance. In contrast to members of the public in the United
States, those in France are much more likely to hold a hierarchical worldview. This
difference not only disposes the French to be more accepting of nuclear power
risks, but also to be more confident in the ability of technical and governmental
elites to manage any such risks.?*

The story in France regarding GM regulation indeed started similarly. At
first, GM technology was largely viewed in France as a “matter of progress
and national competitiveness to be managed by the elite.”?* As late as 1997,
“France was the second most popular country—only after the US—for GMO
field experiments.”?% As a result, companies most frequently applied in France
for approvals of GM varieties under the 1990 directive, and it was France alone
in 1996 that supported the Commission’s famous approval of a variety of Bt
corn, in a vote where all other member states either opposed or abstained.?%
However, longitudinal studies demonstrate the problem with purely “cul-
turalist” approaches. For example, “the image of nuclear power” significantly
changed over time in the US “from solidly positive to overwhelmingly nega-
tive,” with interest groups active on both sides in their attempts to frame
perceptions of the issue.?’” Similarly, the story of GMO regulation in France
is more complicated, showing why a cultural explanation is not sufficient.
After France supported the Commission’s approval of the Bt corn, it banned
the cultivation of that same corn by blocking it from being listed in France'’s
national seed catalogue. Paradoxically, it was a conservative government,
under Prime Minister Alain Juppé, which did so in February 1997. This deci-
sion was reversed in November 1997 when, again paradoxically, a new social-
ist government, under Lionel Jospin, took power, with the leader of the Green
Party as Minister of the Environment.?®® However, the socialist government
soon reversed course yet again in its policy. The French parliament initiated a
series of initiatives that triggered public and private hearings and a “Citizens’
Conference” that drew significant media attention to GMO concerns. In
1998, the government created a new French Food Safety Agency (Agence
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Frangaise de Sécurité Sanitaire des Aliments) that, together with its Commission
on Biomolecular Engineering (Commission de Genie Biomoléculaire, or CGB),
which had been quite supportive of the technology, was to review applica-
tions of GM varieties. The government then expanded the membership of the
CGB to include GM skeptics and created a Comité de Biovigilance (under the
Ministries of Agriculture and the Environment), whose membership included
NGOs such as Greenpeace and José Bové’s anti-globalist, anti-agribusiness
Confédération Paysanne. The French government became one of the backers
of an EU moratorium on new approvals of GM products, and it imposed a
national safeguard against two varieties of GM oilseed that had received EU
approval, in defiance of the Commission. GM field trials in France quickly
dropped from 1,100 in 1998 to below 50 in 2002, half of which were destroyed
by anti-GMO activists.?” The company, Novartis, that held the rights to the
original Bt corn approved by France finally issued a statement that it would
not sell the crop in France until its consumers were ready for it.

Thus, while we accept that the French have different attitudes toward foods
than Americans and that they may often be more “hierarchical” in their atti-
tudes toward government and society (including in the weighing of risks),
something else happened that changed French attitudes toward agricultural bio-
technology. In other words, culture is not static, and it was not deterministic of
French or European approaches to agricultural biotech regulation. In our view,
cultural predispositions rather offered opportunities in political struggles over
the framing of the issues, which has varied over time and across issue-areas.>”

Related to cultural explanations of divergence, the differential use by
Americans and Europeans of heuristics (or mental shortcuts) in assessing risks
could help to explain the polarization of regulatory approaches. Considerable
media attention on food safety scandals in Europe meant that the food safety
risks were a more salient issue in Europe at the time that GM varieties were
first commercialized. Europeans were thus more likely to rely on what has
been called an “availability heuristic” in weighing the risks of GM products
because these risks were salient—that is, they were readily available to them
cognitively at this critical moment. In addition, we have seen processes of
social polarization on both sides of the Atlantic, with GM foods being branded
as US attempts to force Europeans to change their mode of life in the context
of debates over globalization, and Europeans being dismissed as irrational in
their approaches to new food technologies. In this way, “local convergence
can generate global polarization.”?!!

Finally, contingent events have played an especially important role in the
EU regulatory process. The BSE and other food-safety scandals of the 1990s
led to a dramatic increase in public concern about GM foods and crops in
Europe, and to a dramatic decline in public trust in scientists and government
regulators compared with the much higher level of such trust in the US. In a
similar fashion, the US’s successful WTO complaint in the beef-hormones case
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contributed to the rise of anti-American and anti-globalization sentiment in
Europe, and to a conviction in public opinion and among some officials that
the US should not be allowed to force GM foods down the throats of European
citizens. Here again, however, these contingent events did not “cause” US or
EU policies; rather, they acted as exogenous shocks within each political sys-
tem, presenting various actors with new resources, or new constraints, in the
ongoing struggle to set domestic policies. In the EU, strategic actors ranging
from NGOs to member-state governments mobilized to use the “mad cow”
and other food scares, as well as the resulting decline in European public trust
of health officials, in their political struggles. They did so in order to shape
popular perceptions of GM foods and the resulting EU rules that govern their
approval and marketing.

In short, we find that explanations based on any one of these factors (inter-
ests, institutions, ideas, or contingent events) are insufficient to explain the
stark regulatory differences that have arisen between the US and Europe. We
believe that the best explanation for these enduring differences is that US and
European interest groups have pursued their interests within existing institu-
tional and cultural contexts that, together with contingent events, provided
opportunities as well as constraints, to define issues and frame perceptions
of GM foods in different ways. In the US, interest groups, with the support
of a Reagan Administration skeptical of strong public regulation, sought a
regulatory framework that would treat new GM varieties as substantively
equivalent to their conventional counterparts. In doing so, they were able to
draw on a supportive institutional and cultural context, including a regula-
tory system featuring strong and specialized government regulators, a diverse
consumer protection movement, and a tradition of accepting the use of new
technologies in food production. In this context, GMO supporters and their
political and administrative allies were able to “foster a more controlled” and
“optimistic image” of agricultural biotechnology, as opposed to the risks of
“Frankenstein foods” or “mutant organisms gone wild.”?!2

By contrast, pro-GMO interests in Europe were weaker, particularly within
the agricultural community. European farmers never got GM crops in the
ground to a significant extent before activist groups generated popular resist-
ance to US imports, and they thus never had a major stake in them and never
emerged as a champion of the new technology. Pro-GMO interests, rather,
encountered an institutional and cultural framework that provided multiple
veto points and multiple sources of opposition to GMOs on environmental,
food-safety, and ethical grounds, resulting in the more demanding, politicized,
and process-oriented EU regulatory system. The subsequent evolution of the
EU regulatory process, however, as well as the French U-turn on GMOs and
the subsequent declaration of a moratorium in the second half of the 1990s,
is in large part a direct result of contingent events, namely the BSE crisis and
other food-safety scandals of the 1990s which undermined public support for
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the technology and trust in regulators at a crucial time for the introduction of
GM foods and crops.

Hence, however much we might wish for a simple, monocausal explanation
of the observed regulatory polarization between the US and the EU, the most
convincing explanation is one that combines an interest-based approach with
institutional and cultural constraints, and one that acknowledges that, in the
absence of continent events, things might have turned out differently.

2.4.2. Historical institutionalism, increasing returns, and self-reinforcing
institutions

Neither the US nor the EU, we have argued, was preordained by its interest-
group, institutional or cultural characteristics to adopt the precise regulatory
framework that it did when GM foods and crops emerged as a public-policy
issue in the 1980s and early 1990s. By the same token, however, the respective
US and EU regulatory frameworks, once adopted, have proven remarkably
resilient in their essential characteristics—a claim that we substantiate empir-
ically in Chapter 6.

The explanation for this resilience, we argue, can be found in historical
institutionalist theory, which examines the effects of institutions on politics
over time, maintaining that institutional choices taken at one point in time
can persist, or become “locked in,” thereby shaping and constraining actors
later in time.?"® In perhaps the most sophisticated presentation of this strand
of historical-institutionalist thinking, Paul Pierson has suggested that politi-
cal institutions and public policies are frequently characterized by “positive
feedbacks,” insofar as those institutions and policies generate incentives for
actors to stick with and not abandon existing institutions, adapting them only
incrementally to changing political environments. This positive feedback may
reflect constraints from above, in the form of legally binding rules that are dif-
ficult or costly for political actors to change, or from below, as societal actors
adapt to and develop a vested interest in the continuation of specific public
policies.?!*

Insofar as political institutions and public policies are characterized by pos-
itive feedbacks, Pierson argues, politics will be characterized by certain interre-
lated phenomena, including inertia, or lock-ins, whereby existing institutions
may remain in equilibrium for extended periods despite considerable political
change; a critical role for timing and sequencing, in which relatively small and
contingent events that occur at critical junctures early in a sequence shape the
institutional context for the reception of events that occur later; and path-
dependence, in which early decisions provide incentives for actors to adapt to
and thus perpetuate institutional and policy choices inherited from the past,
even when the resulting outcomes are manifestly inefficient. With regard to
this last concept of path dependence, perhaps the most influential notion in
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recent historical-institutionalist work, Pierson cites with approval Margaret
Levi’s definition:

Path dependence has to mean, if it is to mean anything, that once a country or
region has started down a path, the costs of reversal are very high. There will be
other choice points, but the entrenchments of certain institutional arrangements
obstruct easy reversal of the initial choice. Perhaps the better metaphor is a tree,
rather than a path. From the same trunk, there are many different branches and
smaller branches. Although it is possible to turn around or to clamber from one
to the other—and essential if the chosen branch dies—the branch on which a
climber begins is the one she tends to follow.?!

At the extreme, institutions and policies can become self-reinforcing, such that
the operation of the institution or policy not only resists change, but also bol-
sters its societal support base in such a way that the institution becomes more
difficult to change, and more stable in the face of external shocks, over time.?'¢

In this context, we argue that the US and EU regulatory frameworks for
agricultural biotechnology, while not themselves determined by preexisting
institutional constraints, have since generated significant positive feedback,
lending each system considerable resistance to change, and indeed making
each system self-reinforcing. In each case, timing and sequencing have proven
vital, as the initial regulatory frameworks were adopted at critical junctures that
shaped subsequent developments. In the US case, the critical juncture occurred
in the mid-1980s, when the introduction of agricultural biotechnology and of
GM foods and crops presented policy-makers with a crucial set of choices. The
US biotech industry at this time was strong and well-organized, had influential
allies in the Reagan Administration and among government regulators, and
faced little contestation regarding GMOs from consumer groups, environmen-
tal groups, or the general public. In this context, the Reagan Administration
was able to establish a comprehensive regulatory framework within existing
statutory authority, hence obviating the need for Congressional approval. The
results came close to the preferences of the biotech industry.

The critical juncture in the EU came a few years later when the EU pre-
pared to adapt a harmonized EU approach to the laboratory testing and large-
scale cultivation of GM crops. It did so in the context of an EU with relatively
weak interest-group support for GMOs, diverse preferences among EU govern-
ments and a decision-making system with a large number of veto points. As
a result, the EU’s initial regulatory framework, codified in Directive 90/220,
laid down a more demanding regulatory procedure closer to the preferences
of GM skeptics. In addition, a further critical juncture came during the sec-
ond half of the 1990s when GM foods were first ready for importation and
sale in the EU. At this time, the BSE and other food-safety scandals strength-
ened the position of those actors who sought to make the EU’s regulatory
framework more restrictive, resulting in the post-1998 moratorium and the
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subsequent strengthening of the regulatory framework early in the following
decade (see Chapter 6).

Just as importantly, in each case the regulatory frameworks adopted have
generated positive feedback, both by creating institutional rules that could be
changed only with difficulty, and by generating adaptations among interest
groups and public opinion that contributed to the stability of the two frame-
works. In the US case, the early adoption in 1986 of a relatively welcoming
regulatory framework contributed to the rapid growth of the biotech industry
and the equally rapid adoption of GM crops by American farmers. These farm-
ers have represented the bulwark of political support for the existing frame-
work in the face of ensuing environmental and food-safety contention about
GMOs. Similarly, the approval of numerous GMOs by the relatively trusted
FDA, the public framing of GMOs as being “substantially equivalent” to their
conventional counterparts, and the lack of any labeling requirement in the US
have blunted the mobilization of US public opposition against GMOs, which
remains muted by comparison with the EU.

In the EU case, by contrast, the early adoption of a relatively restrictive
regulatory framework, together with the turn against GMOs and the subse-
quent declaration of a de facto moratorium, discouraged farmers from planting
GM crops, prompted retailers to resist GM foods, and led to the flight of
agricultural biotech investment from Europe, further undermining societal
support for GM foods and crops. At the same time, the EU’s convoluted legis-
lative process, requiring qualified majorities among the member states in the
Council of Ministers and an absolute majority of the European Parliament
that has turned largely against GMOs, has created a huge institutional hurdle
to the relaxation of the EU regulatory framework.

Finally, where external shocks have led to pressures for change on each side,
the change has proven to be strongly path-dependent. Thus, as we shall see
in Chapter 6, pressures for a tightening of US regulatory standards now occur
in a context in which industry and agricultural support for existing standards
is strong, and where a fundamental change would require either an act of
Congress (supported by both houses, and with the possibility of presidential
veto) or a striking about-face by government regulators. Changes to the US
regulatory system have thus been incremental and path-dependent, adjust-
ing particular regulatory requirements at the margins without fundamentally
altering the approach adopted in the 1986 Coordinated Framework. Similarly,
any change in the EU regulatory framework now faces widespread public
opposition to GMOs and weak industry and agricultural support, as well as
multiple veto points in the Commission, Council, and European Parliament.
In that context, and despite considerable pressures for change from the US,
fundamental changes in the EU regulatory framework have proven impos-
sible, and those that have taken place have amended Directive 90/220 in
one direction—towards greater precaution, greater politicization, and higher
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standards. We return to the domestic stories in the US and Europe in Chapter
6 after examining the two sides’ strategies and interactions in bilateral and
multilateral fora.

2.5. Two-level games: Domestic politics and the prospects
for bilateral and multilateral cooperation

The entrenchment of the respective US and EU regulatory systems, finally,
matters in the context of the transatlantic and global dispute over GMO regu-
lation, because the ability of EU and US officials to negotiate, compromise,
and deliberate is profoundly affected by the nature and intensity of prefer-
ences of their respective constituencies back home.?!”

To understand why, consider the “two-level games” model of international
negotiations put forward by Robert Putnam.?'® In Putnam’s model, all inter-
national negotiations take place simultaneously at two levels: at the inter-
national level (Level 1), chief negotiators (also known as statesmen, chiefs-of-
government, or COGs) bargain with their foreign counterparts in an effort to
reach mutually beneficial agreements; while at the domestic level (Level 2),
the same chief negotiator engages in bargaining with her domestic constituen-
cies, who must ultimately ratify the contents of any agreement struck at Level
1. Like traditional, unitary-actor models, Putnam’s model assumes that chief
negotiators or COGs retain a monopoly on the external representation of the
state, and negotiate international agreements on behalf of their domestic con-
stituents. Unlike unitary-actor models, however, Putnam’s model posits that
the negotiating position of a given COG is constrained by her “win-set,” i.e.,
“the set of potential agreements that would be ratified by domestic constitu-
encies in a straight up-down vote against the status-quo.”?"” More specifically,
Putnam argues that the nature and size of a given state’s win-set is determined
by several factors, including the preferences and bargaining power of various
producer and consumer groups.

At first blush, the chief negotiator or COG would seem to be in an unenvi-
able position, caught between a rock (her own domestic constituency) and a
hard place (her fellow COGs). Yet the COG may exploit her privileged position
at both tables, and a specific set of strategies specified by Putnam and others,
to manipulate her own and other countries’ win-sets, and thereby achieve
some autonomy in the pursuit of her domestic and international goals. More
specifically, the COG may manipulate her domestic win-set in various ways.
She might, for example, manipulate the domestic ratification procedure to
make it more or less demanding (as in the case of US “fast track”); or she might
increase or decrease opposition to an agreement through the provision of side-
payments to important swing groups, or through the manipulation of infor-
mation about the terms of the agreement.?® Alternatively, a COG might try
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to manipulate the domestic win-set of a foreign country, such as by targeting
concessions or threats to specific groups within that country. For example, the
US has targeted retaliatory sanctions in international trade disputes at particu-
lar groups and legislative constituencies within foreign countries.

Through the use of such tactics, COGs may increase their bargaining
power in international negotiations, as well as the likelihood of domestic
acceptance if an agreement is reached. Thus, for example, when confronting
other COGs over a difficult distributional issue, a COG may increase her
international bargaining leverage through a strategy of “Tying Hands,”
deliberately constricting her own win-set in order to provoke concessions
from other governments. Alternatively, if a COG is eager to reach agreement,
she may engage in a strategy of “Cutting Slack,” expanding her own win-set
in order to secure domestic ratification of an international agreement. Using
her agenda-setting power as the negotiator of an international agreement, a
COG may negotiate and propose for ratification an agreement that—among
the universe of ratifiable agreements in her own win-set—lies closest to her
own policy preferences, whatever those may be. Perhaps most intriguingly,
Putnam and his followers argue that a COG may even exploit her presence
at both tables to secure domestic policy reforms that might otherwise prove
impossible to attain because of opposition from particular interest groups.

Thus, while Putnam’s model is best known for combining the domestic
and international arenas into a single bargaining model, it turns out that the
strategies and preferences of individual statesmen, or COGs, are central to
determining the outcome of any international bargain. The specific choice of
strategies, however, depends on the COG's preferences, which Putnam char-
acterizes in terms of the relationship between the domestic win-set and the
COG's own “acceptability set,” that is, the set of agreements preferred by the
statesman to the status quo. As Moravcsik points out, “The possible configura-
tions can be divided into three categories: the statesman-as-agent, the states-
man-as-dove, and the statesman-as-hawk.??!

In the case of the “statesman-as-agent,” the COG’s preferences are identical
to those of her median domestic group, and her aim is simply to negotiate
an agreement as close as possible to her median constituent’s ideal point. In
the case of the “statesman-as-hawk,” by contrast, the COG should be more
reticent and more recalcitrant than her own domestic constituency, and we
would most likely expect a hawkish COG to attempt to manipulate her con-
stituency’s win-set toward a more hard-line position. Finally, in the case of the
“statesman-as-dove,” the COG is more eager than her constituents to reach an
agreement, and may be expected to “cut herself slack” by expanding her own
domestic win-set to secure ratification of her preferred agreement. In addition,
when two “dovish” statesmen enter into negotiations, “incentives are created
for COG collusion” whereby COGs conspire to undermine domestic oppos-
ition to their preferred outcomes in their respective countries.???
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Putnam’s model is based on a series of simplifying assumptions, includ-
ing the notion that chief negotiators or COGs enjoy a monopoly of represen-
tation for their respective jurisdictions. As we shall note in the next chapter,
this assumption is increasingly invalid in the contemporary world, when
individual units of government (such as government departments, regulatory
agencies, or Commission directorates-general) strike up direct “transgovern-
mental relations” across national boundaries.

Nevertheless, Putnam’s two-level games model does point to several crucial
features of international negotiations that inform our analysis of the inter-
national law and politics of GM foods and crops. We emphasize three. First,
and most obviously, the US federal government, which serves as the chief
negotiator for the US, and the European Commission, which serves as chief
negotiator for the EU on the trade-related aspects of GM foods, are both
limited in their negotiating ability by their respective constituencies, which
determine the size of their win-sets. As we have seen, the respective EU and US
regulatory frameworks are both supported by strong and entrenched domes-
tic coalitions, dramatically limiting the size of each side’s win-sets, tying the
hands of negotiators on both sides, and reducing the space for potential agree-
ment. It has also, as we shall see in Chapters 3 and 4, reduced the scope for
open, deliberative decision-making on the issue of GM foods and crops.

Second, while the entrenched positions of domestic constituencies are
crucial, the preferences of chief negotiators are also important in a two-level
games model, with each COG potentially playing the role of “hawk,” “agent,”
or “dove” relative to domestic constituencies. As we shall see, the US gov-
ernment has been relatively hawkish, taking a strong pro-GM stance in inter-
national forums consistent with the views of the US biotech industry, despite
much weaker support for GM foods among US public opinion. By contrast,
the European Commission has been relatively dovish, generally preferring to
resume approvals of GM crops and come into compliance with international
trade law, notwithstanding tremendous resistance in European public opin-
ion. This position has put the Commission in a consistently uncomfortable
position between US and international pressure on the one hand, and domes-
tic European resistance on the other.

Third and finally, we should expect to see both the US government and the
European Commission, in their capacities as chief negotiators, engage in the
types of negotiating strategies outlined by Putnam, including manipulation of
their own win-sets, manipulation of other countries’ win-sets, and the exploit-
ation of international pressure to push through desired domestic reforms.
Thus, for example, we shall see the Commission consistently attempting to
use international pressures to secure reforms to domestic European legisla-
tion, restart the European approval process, and remove national safeguard
bans on specific GM foods and crops. Once again, however, the Commission'’s

82



The Domestic Sources of the Conflict

ability to do so has been dramatically limited by the size and intensity of the
anti-GMO coalition within the Union.

2.6. Conclusions

The US and the EU both faced the challenge, in the course of the 1980s and
1990s, of developing a regulatory framework for agricultural biotechnol-
ogy. The two sides adopted starkly different regulatory frameworks. These
frameworks reflected divergent interest-group pressures operating within
institutional and cultural constraints in light of contingent events. The US
emphasized a product-based approach of science-based decision-making by
regulators, with only passive oversight by political actors. The EU enacted a
process-based, precautionary, and more politicized approach. Once adopted,
these two regulatory systems generated positive feedback, becoming self-
reinforcing and remarkably resilient in the face of pressures for change.

The existence of these two distinctive and self-reinforcing regulatory frame-
works is of more than academic interest because each side’s “domestic” regula-
tion of GM foods and crops has external implications for the other and for
the world. The friction between the two systems has generated a decade-long
series of trade and regulatory disputes. The impact of the EU’s moratorium
and its stricter standards was felt almost immediately in the US, where around
two-thirds of all GM crops were grown.?? US exports of soy to the EU were
valued at $2.3 billion in 1996, about twenty times the value of lost beef sales
to the EU in the earlier WTO dispute, but these sales plummeted to just over
$850 million in 2004.%2* US corn exports to the EU almost totally collapsed
from $400 million in 1996 to less than $10 million in 2004, dropping to less
than $3 million in 2005.2%

The EU’s more stringent process-based regulatory approach soon spread to
other countries. Yet the use of GM varieties developed and patented in the US
spread as well, including the leading agricultural producers such as Argentina,
Brazil, India, and China. As a result, the transatlantic dispute over biotechnol-
ogy regulation threatened to escalate into broader trade conflicts, spurring mul-
tiple attempts by the two sides either to resolve their differences or to defend
and advance their perspectives in different bilateral and multilateral fora.
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3

The Promise and Failure
of Transatlantic Regulatory
Cooperation through Networks

The dispute over the regulation of agricultural biotechnology presented the
US and the EU with a dilemma: on the one hand, both sides sought to reg-
ulate GM food and crops in line with their respective regulatory traditions
and the demands of their citizens, while on the other hand, both sides had
a clear interest in preventing the GMO issue from escalating into a full-scale
trade war.! Faced with such tensions, US and EU officials attempted bilateral
cooperation, enlisting networks of scientists, non-governmental groups, and,
especially, government regulators from both sides to deliberate together, and
to understand and overcome their regulatory differences. In doing so, they
drew on the positive experiences of transatlantic cooperation among regula-
tors in other fields such as competition policy, reflecting calls for transnational
governance through regulatory networks, and the creation of transatlantic
policy communities. It was hoped that such networks could foster genuine
deliberation, a joint search for the best solution to the challenges of regulating
agricultural biotechnology, among US and EU regulators. Despite these hopes,
the record of US/EU regulatory cooperation in the area of agricultural biotech-
nology has been disappointing, with little evidence of genuine deliberation or
joint problem-solving among US and EU regulators, whose approaches remain
distinct and who remain under intense pressure from their respective legisla-
tures, interest groups, and public opinion.

This chapter examines the prospects and expectations of bilateral regula-
tory cooperation, and explains the failure of bilateral cooperation to produce
any significant formal or informal agreements or evidence of genuine delib-
eration between the US and EU regulators, other than scientists regarding risk-
assessment practices. This chapter is organized in five parts. In the first, we
review and extend the literature on international governance through “trans-
governmental networks” of national officials, while in the second, we examine
the prospects for deliberation in such networks. As we shall see, international
relations theorists have increasingly posited that international negotiations
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may follow not a “logic of consequentiality,” in which instrumentally rational
state actors bargain for advantage, but rather a “logic of arguing,” in which
governmental officials and policy experts from many different nations engage
in an open-minded and deliberative search for truth and for the best policy
in any given issue-area. As we shall also see, however, even proponents of
such “deliberative supranationalism” concede that deliberative behavior or
arguing is most likely under a fairly restrictive set of conditions, which may
be difficult to meet in international politics, especially where powerful states
disagree. In the third section, we briefly examine evidence from over a decade
of transatlantic regulatory cooperation across a broad range of issue-areas such
as competition policy, data protection, financial services, and mutual recogni-
tion agreements, noting the considerable variation in successful cooperation
across these fields and the numerous obstacles to productive and deliberative
regulatory cooperation. In the fourth section, we turn specifically to risk regu-
lation, noting the relative strengths, weaknesses, and prospects of deliberat-
ion through transgovernmental technocratic networks and in public fora as a
means of evaluating and managing novel risks. The fifth section, finally, reviews
the abortive attempt, during the latter half of the 1990s, to build systematic
transgovernmental networks for biotech regulation between the US and the
EU, and examines the reasons for the disappointing outcome of these efforts.
This failure, we argue, demonstrates the difficulty and fragility of deliberation
in international politics, and sets the stage for the more extensive and margin-
ally more successful efforts to cooperate in multilateral regimes, examined in
Chapter 4.

3.1. Governance through transgovernmental networks

The rise of the transatlantic dispute over GMOs during the 1990s coincided
with a revival, among practitioners and scholars, of the concept of governance
through so-called “transgovernmental” networks of lower-level government
officials cooperating directly with their counterparts in other jurisdictions to
address overlapping regulatory concerns and to resolve and accommodate
regulatory differences. This recent focus on regulatory networks has been
complemented by the creation of transnational (non-governmental) networks
and mixed public-private networks to address transnational regulatory chal-
lenges in an open-ended, collaborative, and transparent manner, again focused
on joint “problem-solving” as opposed to the defense of distinct “interests.”
The term “transgovernmental relations” was coined in the 1970s, by
Robert O. Keohane and Joseph Nye, who defined the term as “sets of direct
interactions among sub-units of different governments that are not control-
led by the policies of the cabinets or chief executives of those governments.”?
Crucially, this definition suggests, governmental subunits below the level of
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chief executives, and from “domestic” rather than “foreign” ministries, may
interact directly with their domestic counterparts in other countries, and these
interactions may be monitored and controlled at best imperfectly by chiefs
of government and by foreign-policy bureaucracies that have traditionally
had a monopoly on external representation. Such autonomy is more obvi-
ous among regulatory agencies, central banks and courts with some de jure
guarantee of independence, according to Keohane and Nye, but it may also be
found in ordinary government ministries and bureaucracies whose control of
specialized expertise and information provides them with some degree of de
facto autonomy in the making of national policies.

Transgovernmental relations have always existed, according to Keohane
and Nye, but have become increasingly significant since World War II,
when the social and economic role of governments expanded along with
their increasing economic interdependence. Under these circumstances,
“bureaucracies find that to cope effectively at acceptable cost with many of
the problems that arise, they must deal with each other directly rather than
indirectly through foreign offices.”? International organizations can play a
key role in fostering these interactions, both as fora within which national
bureaucrats can have direct and sometimes regular contact with their for-
eign counterparts, and as catalysts and members of transgovernmental net-
works. Thus, a combination of increasing interdependence and increasing
institutionalization of international relations meant that national subunits
of government would face increasing pressures—and increasing opportun-
ities—to interact regularly and independently of their traditional foreign-
policy apparatus.

Furthermore, as David Vogel has pointed out, the demand for direct trans-
governmental relations has been magnified as trade interdependence increases
and “behind-the-border” regulations of states become subject to scrutiny as
potential barriers to trade. Because these national regulations are typically
made and enforced by lower-level regulators in domestic governments and
specialized regulatory agencies, the removal of such regulatory barriers would
seem to demand direct cooperation among regulators in areas such as compe-
tition policy, food safety, and consumer protection.*

International law and international relations scholars have recently revived
the study of transgovernmental networks, which Anne-Marie Slaughter char-
acterizes as a “new world order” governed in large part by transborder net-
works of regulatory agencies (“the new diplomats”) and courts, who interact
and cooperate to provide joint governance of issues ranging from anti-trust
and financial markets to food safety and the protection of the environment.
While recognizing the problems of democratic oversight of these groups,
Slaughter maintains that these new transnational mechanisms are norma-
tively desirable because they are more likely to provide a “fast, flexible, and
effective” means of transnational governance. In her words:
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Stop imagining the international system as a system of states—unitary entities
like billiard balls or black boxes—subject to rules created by international institu-
tions that are apart from and “above” these states. Start thinking about a world
of governments, with all the different institutions that perform the basic func-
tions of government—Ilegislation, adjudication, implementation—interacting
both with each other domestically and also with their foreign and supranational
counterparts. States still exist in this world, indeed, they are crucial actors. But
they are “disaggregated.”s

Because they are composed of specialist or sectoral officials rather than
the type of generalist officials traditionally found in foreign ministries, trans-
governmental networks are more likely to reach a consensus based on their
shared knowledge and interests, including their interest in policy learning,
yet this consensus is likely to be relatively narrow, in isolation from related
issue-areas and from the broader foreign-policy goals of the states in question.
Transnational policy networks of professionals that hold particularly homo-
geneous cognitive orientations have been viewed as forming “epistemic com-
munities” (or knowledge communities) to stress how they share core sets of
beliefs, principles, goals, and methods for validating claims that facilitate col-
laboration. The term, taken from the Greek word “episterne” meaning “know-
ledge,” refers to a network of professionals who share at least four attributes
which facilitate collaborative problem-solving: “(1) a shared set of normative
and principled beliefs...; (2) shared causal beliefs...; (3) shared notions of
validity...; and (4) a common policy enterprise...."”¢ Scientists are a primary
example of a community that shares such common cognitive orientations so
that, when discussing a policy challenge, they are more likely to engage in
deliberation. Scholars have demonstrated, for example, their central role in
shaping understandings and policy responses to the threat to the earth’s ozone
layer and other environmental issues such as climate change.” Policymakers
can, under the proper conditions, also engage in such reasoning, in particular
when they are granted relative autonomy from their political masters. These
relatively autonomous horizontal networks of lower-level governmental rep-
resentatives can also work with members of international secretariats in spe-
cific policy areas to form vertical networks (between the international and
national levels) to define policy options and affect policy outcomes.?

Perhaps the best examples of these transgovernmental networks and
the most extensive scholarship on them are to be found in the EU, where
member-state government officials have long interacted through networks
such as the Committee of Permanent Representatives (Coreper, which is
charged with negotiating the details of the Council’s drafts for EU legisla-
tion) and “comitology” committees (which are charged with overseeing the
Commission’s implementation of EU regulations, including individual deci-
sions and further rule-making).” Members of Coreper and their numerous
working groups play a crucial legislative role in the EU, shaping much of the
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legislative output of the Union, yet its members come largely from domes-
tic ministries in the various member states, and are not elected officials.
Similarly, the members of the comitology committees tend to come from
specialized agencies within the executive branches of the member states,
with specific policy portfolios.

In recent years, moreover, these traditional EU networks have been joined
by others, such as the European Competition Network (bringing together
the EU Commission and the national competition regulators in each of the
Union’s 27 member states) as well as similar networks of utilities and financial
regulators.’® In many cases, these networks of regulators are even formally
independent of their own domestic governments. They generally meet out of
the public eye, seeking common solutions to common problems. In addition,
the EU has experimented with the so-called “Open Method of Coordination”
(OMC), an essentially transgovernmental network of national officials who
meet regularly to compare and coordinate public policy in a range of issue-
areas such as employment and pensions policy.!! Within the area of agricul-
tural biotechnology, an attempt at governance by networks is reflected in the
EU’s comitology committees for GM seeds and foods, as well as in the new
European Food Safety Authority (EFSA), both discussed in Chapter 6. Whether
these networks live up to their promise depends in large part on how they
operate in practice—the question to which we now turn.

3.2. Logics of social action, deliberation, and “arguing”

Perhaps most interestingly for our purposes, an increasing number of scholars
have identified these new and emerging networks as a promising venue for
what Christian Joerges has called “deliberative supranationalism,” an efficient
and normatively desirable system in which national government officials meet
and deliberate in search of the best solution to common policy problems.!?
This emphasis on deliberation, reiterated in an exploding body of literature,
derives largely from the work of Jiirgen Habermas, whose theory of commu-
nicative action has been adapted to the study of international relations and
EU governance.® Under this Habermasian conception, actors are able to agree
on a common policy because they are willing to yield to the force of the bet-
ter argument and find reasoned consensus on basic validity claims and their
implications.

The starting point for such deliberative approaches is the claim, made most
clearly by Thomas Risse in the field of international politics, that there is not
one but three “logics of social action,” namely (1) the logic of consequentiality
(or utility maximization) emphasized by rational-choice theorists, (2) the logic
of appropriateness (or rule-following behavior) associated with sociological
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institutionalist and constructivist theory, and (3) a logic of arguing (or delib-
eration) derived largely from Habermas’ theory of communicative action.

The first of these approaches, the “logic of consequentiality,” derives from
the expected-utility assumptions of most rational-choice theories, namely
that actors (be they individuals, firms, or states) possess specific preferences
over states of the world, and act systematically to maximize their respective
utility under physical and social constraints. Such assumptions underlie much
of the literature on international conflict and cooperation, including not only
“hard” rational choice and game-theoretic models, but also most regime the-
ory, rational-choice institutionalism, a considerable amount of international
law scholarship, and much of the literature on historical institutionalism dis-
cussed in Chapter 2.

These core assumptions of rational-choice, and the theories based on them,
have recently been challenged by the growing number of constructivist and
sociological institutionalist theorists in international law and international
relations.'* Constructivism itself, like rational choice, is not a substantive the-
ory of international relations per se, but a broader “meta-theoretical” orienta-
tion with implications for the study of international politics. As Thomas Risse
explains:

... [It] is probably most useful to describe constructivism as based on a social
ontology which insists that human agents do not exist independently from their
social environment and its collectively shared systems of meanings (“culture” in
a broad sense). This is in contrast to the methodological individualism of rational
choice according to which “[t]he elementary unit of social life is the individual
human action.” The fundamental insight of the agency-structure debate, which
lies at the heart of many social constructivist works, is not only that structures
and agents are mutually co-determined. The crucial point is that constructivists
insist on the constitutiveness of (social) structures and agents. The social envi-
ronment in which we find ourselves, “constitutes” who we are, our identities as
social beings.!s

For constructivists, then, institutions are understood broadly to include not
only formal rules but also informal norms, and these rules and norms are
expected to constitute actors, i.e., to shape their identities and their prefer-
ences. Actor preferences are not exogenously given and fixed, as in rationalist
models, but endogenous to institutions, and individuals’ identities shaped and
re-shaped by their social environment. Taking this argument to its logical con-
clusion, constructivists have generally rejected the rationalist conception of
actors as utility-maximizers operating according to a logic of consequentiality,
in favor of March and Olsen’s conception of a “logic of appropriateness.”!®
According to March and Olsen, institutions, understood broadly to include
“the routines, procedures, conventions, roles, strategies, organizational forms,
and technologies around which political activity is constructed,”!” do not sim-
ply provide a set of strategic constraints within which actors seek to maxi-
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mize their individual utility. Rather, institutional rules, routines, and roles
are internalized and followed “even when it is not obviously in the narrow
self-interest of the person responsible to do so.”!® March and Olsen argue that
actors do not necessarily calculate the expected utility of alternative courses
of action given their specific preferences and choose the optimal one when
given a choice or a social situation, but rather seek to undertake the action
most appropriate to their social role and to the nature of the situation. In a
logic of consequentiality, therefore, a given actor will answer and act upon the
following script:

1. What are my alternatives?

2. What are my values?

3. What are the consequences of the alternatives for my values?
4. Choose the alternative that has the best consequences.’

By contrast, an actor behaving in accordance with the logic of appropriateness
would follow this alternative script:

1. What kind of situation is this?

2. Who am I?

3. How appropriate are different actions for me in this situation?
4. Do what is most appropriate.?

In essence, March and Olsen argue that human behavior is essentially rule-
guided rather than utility-maximizing, with actors seeking to “do the right
thing” in light of their socially learned roles and values. This conception of
social action has proven influential in constructivist international relations
theory as well as normative legal theory, in which international institutions
are posited to “teach” norms to states and their representatives, who behave
“appropriately,” given their socially learned rules and roles.

Drawing on Habermas’ theory of communicative action, however, Risse
argues for a third logic of social behavior, which he calls the “logic of
arguing,” derived largely from Habermas'’s theory of communicative action
and emphasizing the interrelated concepts of argumentation, deliberation,
and persuasion.?? In Habermasian communicative action, or what Risse calls
the logic of arguing, political actors do not simply bargain based on fixed
preferences and relative power; they may also “argue,” questioning their own
beliefs and preferences, and being open to persuasion and the power of the
better argument:

Arguing implies that actors try to challenge the validity claims inherent in any
causal or normative statement and to seek a communicative consensus about their
understanding of a situation as well as justifications for the principles and norms
guiding their action. Argumentative rationality also implies that the participants
in a discourse are open to being persuaded by the better argument and that rela-
tionships of power and hierarchy recede into the background. Argumentative and
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deliberative behavior is as goal oriented as strategic interaction, but the goal is not
to attain one’s fixed preferences, but to seek a reasoned consensus. Actors’ inter-
ests, preferences, and perceptions of the situation are no longer fixed, but subject
to discursive challenges. Where argumentative rationality prevails, actors do not
seek to maximize or to satisfy their interests and preferences, but to challenge and
justify the validity claims inherent in them, and they are prepared to change their
views of the world or even their interests in light of the better argument.?*

At the extreme, Risse argues, we can distinguish two distinct types of social
interaction: bargaining, in which actors with fixed preferences negotiate and
exchange threats and promises in an effort to maximize their respective pref-
erences, and arguing, in which open-minded participants seek to discover the
truth, and indeed their own preferences, through a collective process of delib-
eration, argumentation, and persuasion.

This deliberative or argumentative conception of social action resembles
the logic of appropriateness insofar as it rejects the rational-choice notion
of individual actors with fixed preferences and a simple utility-maximizing
function, but it goes beyond the role-playing of the logic of appropriateness
to emphasize the collective search for truth (although without implying that
there exists an “absolute” truth), the deliberative process through which actors
seek to approximate the truth, and the prospects for argumentation and per-
suasion within the deliberative process.*

In the view of many political and legal theorists, moreover, these processes
lead to the promise of a normatively desirable “deliberative democracy,” in
which societal actors engage in a sincere collective search for truth and for the
best available public policy, and in which even the losers in debates accept
the outcome by virtue of their participation in the deliberative process and
their understanding of the principled arguments put forward by their fellow
citizens.®

Habermas and his followers concede that genuine communicative action,
or argumentative rationality, is likely under a fairly restrictive set of three pre-
conditions. First, the participants must share a “common lifeworld...A sup-
ply of collective interpretations of the world and of themselves, as provided
by language, a common history, or culture.” Such a common lifeworld, it is
argued, can be “provided by a high degree of international institutionalization
in the respective issue-area...[or through] conscious efforts by actors to con-
struct such a common lifeworld through narratives that enable them to com-
municate in a meaningful way,” and is a vital precondition for any collective
search for truth.?¢

Second, deliberation is most likely in the presence of “uncertainty of inter-
ests and/or a lack of knowledge about the situation,” as for example in policy-
making that involves scientific and technical considerations.?” This element
of uncertainty is doubly important for theorists of deliberation. On the one
hand, it provides all actors with an incentive to deliberate collectively to bene-
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fit from each other’s knowledge and to join in the collective search for truth,
and increases the likelihood that each participant will approach discussions
with a genuinely open mind. On the other hand, the presence of uncertainty
also serves to obscure one’s own preferences as well as distributional questions
about who wins and loses from a given policy. If actors are unable to assess
potential winners and losers, or indeed their own preferences in a given issue-
area, then bargaining from fixed positions makes little sense, and deliberation
emerges as the optimal means of ascertaining one’s own preferences and the
best outcome.

Third and finally, international deliberation is most likely within “inter-
national institutions based on nonhierarchical relations enabling dense inter-
actions in informal, network-like settings.” Such settings, according to Risse,
are most likely to approximate the Habermasian construct of an “ideal speech
situation” in which participants regard each other as equals with equal access
to the discussion.?® Within this third precondition, however, we find signifi-
cant disagreement in the literature about the impact of openness, transpar-
ency, and politicization on officials’ ability to engage in genuine deliberation.
While some scholars argue that it is the public nature of deliberative democ-
racy that requires actors to limit their appeals to naked self-interest and argue
in terms of commonly accepted normative principles,? other scholars posit
that individual participants are more likely to leave aside preconceptions and
fixed interests, and join in the collective search for truth, in closed, in camera
settings where compromise will not be second-guessed by governmental lead-
ers, powerful constituencies, or public opinion “back home.”3°

These hypothesized preconditions are by no means satisfied everywhere in
international politics and law; but where they are present, Habermasian and
constructivist scholars predict that international actors will engage in arguing
rather than bargaining, presenting their arguments in a common language,
such as those of law or science, and proceeding to decisions on the basis of
“the better argument” rather than the bargaining power of the respective
actors. Such Habermasian assumptions, moreover, have guided an increas-
ingly sophisticated empirical literature in political science, in which schol-
ars have attempted to articulate and operationalize clear scope conditions for
deliberation, including the aforementioned preconditions of a common life-
world, complexity and uncertainty, and ongoing discussions in an informal
institutional setting.®! The promise of deliberation and arguing also resonates
in international legal studies, particularly in the “new governance” and legal
pluralism literatures which examine the role of deliberation and discursive
engagement in supranational fora, such as the EU, the WTO, and the UN, as
well as through transnational regulatory networks.*?

Empirical studies of deliberation face significant methodological hur-
dles in distinguishing between arguing and bargaining or between genuine
communicative action and “cheap talk.”** Despite these obstacles, the prom-
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ise of deliberation has received extraordinary attention in the study of the EU,
whose dense institutional environment and networked forms of governance
are seen as a particularly promising place to look for evidence of international
deliberation.?* This analytical claim, moreover, has been married to a normat-
ive case for Joerges’ “deliberative supranationalism,” which he claims offers
a potentially compelling solution to the challenge of democratic legitimacy
within the EU.%

In empirical terms, EU scholars have examined deliberation in three
EU-related fora: comitology committees, the Constitutional Convention of
2003-2004, and the “new governance” mechanisms of the Open Method
of Coordination. With regard to the first of these, Joerges and Jiirgen
Neyer draw on Habermasian accounts of deliberative democracy as well
as constructivist analysis in political science to argue that EU comitology
committees provide a forum in which national and supranational experts
meet and deliberate in a search for the best or most efficient solutions to
common policy problems. In this view, comitology is not an arena for
hardball intergovernmental bargaining, as rationalists assume, but rather a
technocratic version of deliberative democracy in which informal norms,
deliberation, good arguments, and consensus matter more than formal
voting rules, which are rarely invoked. In support of their view, Joerges
and Neyer present evidence from their study of EU foodstuffs regulation,
where they find that the importance of scientific discourse limits the abil-
ity of delegates to discuss distributional issues, particularly in scientific
advisory committees, which in turn focuses debate and deliberation onto
scientific questions. In addition, the authors point out, delegates not only
meet regularly in comitology committees but have also often met as part
of advisory committees and working groups involved in the adoption of
the legislation in question—an ideal setting for long-term socialization
into common European norms. In this way, the authors argue, comitology
committees pass from being institutions for the strategic control of the
Commission to being fora for deliberative interaction among experts for
whom issues of control and distribution as well as the carefully contrived
institutional rules of their respective committees recede into the back-
ground in favour of a collective search for the technically best solution
to a given policy problem.*¢ Joerges and Neyer’s claims remain controver-
sial, however, with rational-choice scholars arguing that EU member states
design and utilize comitology committees systematically as instruments of
control, and that evidence of deliberation in such committees remains par-
tial and sketchy.?” Other critics, moreover, question the normative value
of “deliberative supranationalism” in comitology committees, noting that
such expert deliberation takes place largely outside the public eye and thus
presents a tradeoff between deliberative decision-making on the one hand
and transparency and accountability on the other.3®
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A second EU arena often identified as a promising venue for deliberation
was the Convention on the Future of Europe, which met in 2002-2003 to
consider changes to the EU Treaties and concluded with a concrete proposal
for a draft Constitution for Europe. Composed of representatives of EU institu-
tions, national governments, national parliaments, and representatives from
candidate countries, the Convention was explicitly conceived as a deliberative
body, in contrast with the intergovernmental conference that had produced
the contentious and inelegant Treaty of Nice in 2000.* The actual meeting
of the Convention, Paul Magnette suggests in a careful and theoretically
informed study, illustrated elements of both arguing and bargaining. On the
one hand, Magnette argues, the public nature of the debates and the impera-
tive of achieving consensus among the participants compelled participants to
publicly justify their positions in terms of broad constitutional principles and
the common good and to refrain from overt threats or horse-trading. On the
other hand, Magnette concedes, representatives of national governments did,
on occasion, present fixed national positions in debate, and there is at best
mixed evidence that participants in the debate were genuinely open to persua-
sion and to changing their preferences as in a Habermasian “ideal speech situ-
ation.” Furthermore, “the conventionnels knew and acknowledged that their
experience would be followed by a classic IGC, and tended to anticipate it.
They deliberated, but under the shadow of the veto.”4°

Finally, the promise of deliberation has also been emphasized by students of
the Open Method of Coordination (OMC). Based on previous EU experience
in areas such as economic policy coordination and employment policy, the
OMC was codified and endorsed by the Lisbon European Council in March
2000, and is characterized as an intergovernmental and legally non-binding
form of policy coordination based on the collective establishment of policy
guidelines, targets, and benchmarks, coupled with a system of periodic “peer
review” in which member governments present their respective national pro-
grams for consideration and comment by their EU counterparts. By and large,
the OMC has been utilized not as a replacement for but as a complement to
the traditional “Community method” in areas where member governments
have been reluctant to adopt binding regulations, as in the areas of employ-
ment policy, social inclusion, and pensions reform.

The OMC remains controversial, both politically and in the academic com-
munity. For many commentators, the OMC offered a flexible means to address
common policy issues without encroaching on sensitive areas of national sov-
ereignty, representing a “third way” between communitarization and purely
national governance. In addition, the basic elements of the OMC—institution-
alized cooperation, iteration within non-hierarchical networks, and emphasis
on exchange of information and learning—all suggested that OMC networks
were potentially promising arenas, and potential test cases, for Habermasian
deliberation.*!
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Recent empirical work, however, has at least tempered the more far-reach-
ing claims put forward by the supporters of the OMC. On the one hand, in-
depth studies of the European Employment Strategy (EES) and other OMC
processes suggest that while the OMC has indeed led to some sharing of experi-
ences and the creation of a common language and common indicators for the
analysis of public policy, and some scholars suggest that bargaining power in
OMC committees depends at least in part on the strength of one’s arguments
and not (or not solely) on the size of one’s country. “Strategic bargaining”
according to one study, “is not the general mode of interaction in the commit-
tees.”#> By the same token, however, a number of scholars have argued that,
when it is time to negotiate politically sensitive provisions, detailed targets, or
public recommendations to the member governments, national representa-
tives revert to a presentation of fixed national positions, engaging clearly in
bargaining rather than arguing behavior, and demonstrating few signs of hav-
ing been persuaded to change their basic approach to employment or other
issues.*® In sum, while EU institutions and policy procedures such as comitol-
ogy, the Convention, and the OMC might seem to be most-likely arenas for
Habermasian deliberation, evidence for such behavior remains at best partial,
and the EU’s status as a deliberative democracy open to question.

3.3. Transatlantic networks and deliberation:
A mixed record of success

In addition to the EU, the transatlantic (US/EU) relationship has been identi-
fied by scholars and practitioners as a potentially promising setting for both
transgovernmental networks and deliberative decision-making. While trad-
itionally less interdependent and more thinly institutionalized than the EU,
the US/EU relationship moved toward greater economic interdependence and
greater institutionalization during the 1990s, reflecting the growth in trans-
atlantic trade and foreign direct investment, the maturation of the EU and the
European Commission as a political actor, and the eagerness of policy-makers
on both sides to manage their interdependence as well as the trade disputes
that have arisen regularly over the past several decades.** For Slaughter and
others, this deepening transatlantic relationship provides both an illustration
and a testing ground for the increasing importance of governance through
transgovernmental networks.*

More specifically, the expectation that the US/EU relationship would
become the site of transgovernmental networks and deliberative decision-
making was encouraged by an empirical development, namely the establish-
ment of the New Transatlantic Agenda (NTA) in 1995 and the Transatlantic
Economic Partnership (TEP) in 1998, both of which represented efforts by
Washington and Brussels to deepen their economic ties and to address long-
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standing trade-related regulatory tensions.*® From the beginning, much of the
thrust of the NTA has been directed at the removal of regulatory barriers to
transatlantic trade and investment. The TEP, in turn, committed the two sides
explicitly to an ambitious program of regulatory cooperation designed to rec-
oncile, if not eliminate, regulatory barriers to trade and regulatory conflicts
between the two sides. Largely in response to this mandate, the US and the
EU have signed over a dozen formal regulatory cooperation agreements in the
past decade, in areas as diverse as competition policy, data privacy, customs
procedures, veterinary standards, and the mutual recognition of testing and
certification procedures (see Table 3.1). These formal regulatory agreements,
moreover, represent only a fraction of the many informal contacts that occur
between US and EU regulators, both bilaterally and in various multilateral
fora.

How successful has this experiment been? A thorough survey of US and EU
regulatory cooperation is beyond the scope of this chapter, but cross-sectoral
work on transatlantic regulatory cooperation reveals dramatic differences in
the success or failure of regulatory cooperation across issue-areas.*” Consider,
very briefly, the observed outcomes in the following five sectors:

¢ Competition Policy. Transatlantic cooperation in the area of competi-
tion policy actually predates the NTA and the TEP, having begun with a
formal cooperation agreement between the EU Commission and the US
Justice Department and Federal Trade Commission in 1991. Particularly in
the area of mergers and acquisitions, antitrust regulators on both sides of
the Atlantic have actively sought each other out, sharing information and
coordinating their investigations of over 600 proposed mergers. Relations
between the two sides have not always been harmonious—witness the
transatlantic disagreement over the proposed GE/Honeywell merger,
approved by US officials but rejected by the EU Commission in 2001—but
with very few exceptions, cooperation among competition policy offi-
cials has been productive, limiting the potential for regulatory disputes,
improving the quality of regulation in both jurisdictions, and fostering a
gradual convergence of regulatory approaches across the Atlantic.*®

Mutual Recognition Agreements. In the absence of genuine regula-
tory harmonization, the EU and other international bodies have engaged
in the “mutual recognition” of standards, with each jurisdiction retaining
its own regulatory standards but accepting the equivalence of other coun-
tries’ standards and hence the safety of products produced in conformity
with them. The US and the EU took a similar approach in their 1997 deci-
sion to negotiate and sign a Mutual Recognition Agreement (MRA), which
provides for the mutual recognition of testing and certification standards
for six types of industrial products. This transatlantic MRA is less ambi-
tious than the EU'’s efforts, in that the two sides agreed to recognize only
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Table 3.1 Major transatlantic regulatory cooperation agreements

Agreement Targeted Regulations Year
Competition Policy Agreement Competition regulations 1991
EC/US Agreement on Drug Illicit drug regulations 1997
Precursors
EC/US Customs and Customs certifications 1997
Cooperation Agreement
EU/US General Mutual Conformity assessment testing in six sectors: 1997
Recognition Agreements telecommunications equipment,

electromagnetic compatibility, electrical safety,

recreational craft, medical devices,

and pharmaceuticals
EU/US Positive Comity Agreement  Competition relations 1998
EU/US Veterinary Equivalence Animal export certifications 1999
Agreement
EU/US Safe Harbour Agreement Data protection regulations 2000
EU/US Agreement on Mutual Conformity assessment testing for marine 2001
Recognition of Certificates of equipment
Conformity for Marine
Equipment
EU/US Guidelines on Non-binding guidelines for cooperation among 2002
Regulatory Cooperation EU and US regulators regarding technical
and Transparency barriers to trade
Financial Markets Regulatory Informal dialogue devoted primarily to avoiding 2002
Dialogue disruption to trade in financial services resulting

from distinct EU and US regulations
Mutual Recognition Agreement Mutual recognition of standards for marine 2004
on Marine Equipment equipment
EU/US Agreement extending Agreement implementing US Container Security 2004
customs cooperation to Initiative in EU
container security
EU/US Passenger Name Agreement allowing US Customs and Border 2004
Recognition Agreement Protection to collect passenger data relating to

flights from EU to US
Policy Dialogue on Trade and Semi-annual meetings among senior US/EU 2004
Border Security customs/border officials
Roadmap for EU/US Regulatory Sector-by-sector plans of action for EU/US 2004
Cooperation and Transparency regulatory cooperation 2005
Transatlantic Economic Council Overarching structure for regulatory cooperation 2007

in targeted sectors.

Source: Updated from Pollack 2003a: 93.
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each other’s testing and certification procedures, rather than substantive
standards. Even so, the implementation of transatlantic MRAs has proven
difficult in several sectors, most notably as US specialized agencies like the
Food and Drug Administration (FDA) and the Occupational Safety and
Health Administration (OSHA) have been slow to recognize the equiva-
lence of European laboratories’ assessment of pharmaceuticals, medical
devices, and electrical safety equipment.*

Data Privacy. The case of data privacy illustrates once again the threat
to international trade posed by differing domestic regulations. In this
case, the EU’s stricter and more comprehensive standards on the protec-
tion of data privacy threatened to lead to a moratorium on the transfer
of European data to US firms, insofar as those firms failed to offer data
protection standards equivalent to those of the 1995 EU Data Privacy
Directive. Both harmonization and mutual recognition of the two very
different US and EU systems proved impossible, leading to an innovation
in the form of the Safe Harbor Agreement signed by the Commission and
the US Department of Commerce in 2000. Under the agreement, the US
and the EU retain their respective regulatory systems, but US firms may
voluntarily comply with a negotiated set of data privacy standards that the
EU Commission has recognized as “adequate” under the EU directive, and
such firms thus become eligible for transfer of data from the EU. The Safe
Harbor agreement has been credited with defusing a potentially explosive
transatlantic trade conflict and with ratcheting up US data privacy standards
in practice, but questions nevertheless remain about the level of protection
and the policing of US firms’ compliance with the Safe Harbor principles.>

Financial Services. The US and the various countries of the EU have
long adopted differing regulatory standards for financial services, includ-
ing issues such as corporate accounting standards and auditing require-
ments. Until several years ago, the US, with its large, unified financial
market and powerful regulators such as the Securities and Exchange
Commission (SEC), closely guarded its regulatory sovereignty and paid
relatively little attention to European concerns. This tendency was
reinforced in the wake of the Enron and other US financial scandals,
when the US Congress quickly and with little consultation adopted the
2002 Sarbanes-Oxley Act, which would require many EU firms to meet
two distinct, and in some cases incompatible, sets of regulatory stand-
ards. Over the past several years, however, US regulators, led by the SEC,
have demonstrated a remarkable willingness to work with their European
counterparts, establishing a Financial Markets Regulatory Dialogue in
2002 and interpreting US legislation in ways that would avoid placing
undue regulatory burdens on European companies. This shift, attributed
by Elliot Posner to the completion of the European regulatory framework
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for financial services, demonstrates the ability of US and EU regulators to
work constructively in an area where the US had previously proceeded
with little consideration of its European counterparts.s!

¢ Trade and Border Security. The terrorist attacks on the US in
September 2001 precipitated a wave of new Congressional legislation and
regulation regarding the protection of US borders, including a Customs
Security Initiative (CSI) to monitor incoming container ships, and new
rules on Passenger Name Recognition (PNR) requiring foreign airlines to
provide information about passengers on incoming flights. These require-
ments, adopted unilaterally by Congress, created significant difficulties
for the EU, which was forced to adapt on short notice to US policies at
odds with its own procedures. Here again, however, US and EU regulators
have responded pragmatically and for the most part effectively, establish-
ing a Policy Dialogue on Trade and Border Security in 2004 and reaching
bilateral agreements on the implementation of both CSI and PNR. Border
security remains a sensitive area, with continuing EU concerns about the
Congressional requirement for EU countries to issue biometric passports
for visa-free entry into the US, but thus far the new Policy Dialogue shows
promising signs of addressing these problems proactively, rather than
responding to crises after they occur.?

The record of transatlantic regulatory cooperation, then, is a mixed one. In
some areas such as competition policy, financial services, and trade and bor-
der security, US and EU regulators have cooperated effectively, preventing
or at least mitigating economic disputes between them, and in some cases,
showing evidence of convergence in regulatory approaches. In other areas,
however, agreements like the MRAs and the Safe Harbor Agreement have run
into serious difficulties at the implementation stage. Reflecting these difficul-
ties, the two sides agreed in April 2007 to the creation of a new Transatlantic
Economic Council, which would meet regularly, coordinate regulatory cooper-
ation activities, and report on progress to the annual US/EU summit meetings.
The Council met twice in 2007 and early 2008 and issued an optimistic report
to the heads of state and government,* but its first year of operation yielded
few significant breakthroughs, and notably failed to resolve the dispute over
the EU’s ban on chlorine-washed poultry from the US, which had been put
forward by American officials as an important test of the Council’s ability to
deliver.**

The causes of success and failure in these areas are complex, and a complete
discussion is beyond the scope of this chapter, but recent studies have begun
to identify a number of such factors, including: (1) sharp and persistent dif-
ferences in regulatory procedures or philosophies on each side of the Atlantic;
(2) domestic provisions limiting the transfer of confidential information to
foreign regulators; (3) the multi-leveled nature of both the EU and US pol-
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ities, which can necessitate the participation of central and state legislators,
regulators, and private actors for successful cooperation; (4) the limited nature
of the NTA and the TEP as executive agreements, which fail to bind either
legislators or state regulators on either side; and (5) the domestic politiciza-
tion of regulations in areas such as data privacy, which can sharply limit the
ability of regulators to engage in substantive compromises with their foreign
counterparts.>

All of these factors have indeed impeded regulatory cooperation in one or
more issue-areas, and deserve further study. In addition to these factors, how-
ever, the decade-long record of transatlantic regulatory cooperation points to
two less-cited but arguably more fundamental factors that might impede effect-
ive regulatory cooperation, and that suggest important caveats to Slaughter’s
compelling image of international governance by regulator-diplomats. First,
much of the existing literature on transgovernmental relations is premised
on the notion that domestic regulators voluntarily seek each other out in an
effort to improve the quality of their own domestic regulations and eliminate
tensions caused by incompatible regulatory standards. While this image does
indeed seem accurate in areas like competition policy, in many other areas we
find that domestic regulators can be resistant to cooperation that they perceive
to be a distraction from their core regulatory mandates. Indeed, several of
the transatlantic regulatory dialogues surveyed above resemble not so much
the voluntary romances undertaken independently of governments as much
as “shotgun marriages” undertaken grudgingly under pressure from heads of
government and trade officials.

Second, transatlantic regulatory cooperation is not a purely technical exercise,
but poses important questions about the distributive consequences of different
regulatory standards and the role of the power in determining the outcomes of
regulatory conflicts®*—a point to which we will return at greater length in the
next chapter. Across a number of cases, we find that the US and EU regulators do
not approach transatlantic negotiations with an open mind and uncertain pref-
erences, but rather with strong and clear preferences for retaining and indeed
exporting their domestic standards to the international level. In such circum-
stances, the “power of the better argument” may not win the day, and the out-
come of regulatory cooperation, and the pattern of gains and losses for each side,
depends in large part on the bargaining power enjoyed by each side.

The importance of power has been largely ignored in the literature on
transatlantic economic relations, which tends to equate bargaining power
roughly with market size, and hence, to assume a rough equality between the
US and EU. As Elliot Posner has argued in the case of financial services, how-
ever, bargaining power can also vary as a function of the domestic institutional
characteristics of each side, such as the EU’s newly established competence to
establish rules for the EU’s market in financial services. More generally, the US
and EU are both complex, multi-level polities, which allocate veto points to
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a range of actors, including regulators with varying degrees of independence,
legislative bodies, and sub-federal states, each of which can resist demands
for compromise and effectively tie the hands of their respective negotiators.*’
In the transatlantic MRAs, for example, powerful US regulators like the FDA
and the Occupational Safety and Health Administration have used their
independence to delay implementation of provisions to which they remain
opposed.s8

Against this background of transatlantic regulatory cooperation, both schol-
ars and practitioners have advocated ambitious proposals for transgovernmen-
tal, transnational, and deliberative decision-making in the area of agricultural
biotechnology. Sean Murphy, for example, has called for the establishment of
a global “epistemic community of knowledgeable state and non-state actors
representing a wide range of affected interests, common perspectives and
bargaining positions” which could “develop convergent policies and expec-
tations,” and which ultimately could lead to a stronger “transnational legal
regime” with “more complete and precise rules” that would be “more likely
to promote state compliance.”*® Indeed, the context of GM food regulation
would seem to provide the very attributes that Risse identified as favoring a
resort to transnational deliberation, including a “lack of knowledge about the
situation,” “uncertainty of interests,” “a high degree of international insti-
tutionalization in the issue area,” and the fact that “apparently irreconcil-
able differences [could] prevent them from reaching an optimal rather than
a merely satisfactory solution for a widely perceived problem.”®® And indeed,
the latter half of the 1990s witnessed a concerted effort by the US and the EU
to engage in extensive bilateral consultations involving both transgovernmen-
tal networks of government regulators as well as “transnational” networks of
private actors on both sides the Atlantic.

Nevertheless, the experience of transatlantic regulatory cooperation in
other issue-areas suggests caution, given that many of the factors impeding
cooperation in other issue-areas, including incompatible regulatory philoso-
phies, politicization of issues, the limited ability of regulatory cooperation to
bind other governmental actors, and the presence of distributive conflicts,
appear to be present in the area of agricultural biotechnology as well.

3.4. Deliberation and risk regulation

Furthermore, in addition to the other obstacles to successful regulatory cooper-
ation, it is worth noting that the attempt to resolve regulatory disagreement
by bringing together government officials, scientists, and civil society represen-
tatives reflects fundamental differences among leading theorists regarding the
respective roles of technocratic elites, politicians, and mass publics in risk regu-
lation. Cass Sunstein, for example, argues for the delegation of risk regulation to
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experts because mass publics are more subject to heuristic biases in risk analysis
that can lead to serious error.®' Sunstein, building from the work of behavioral
economists and psychologists, finds that engaging mass publics over complex
risk issues can exacerbate their fears, leading to errors in judgments and inco-
herent regulatory policy.®> Organizing a series of town meetings and citizen dia-
logues to discuss the risks of GMOs, for example, may lead citizens to conclude
that these varieties are more risky than conventional varieties, because why else
would a meeting be necessary? This phenomenon may explain why Monsanto’s
advertising campaign and UK and French regulators’ attempts to reassure their
citizens of the safety of GM foods through citizen conferences appear to have
backfired.®® Sunstein, rejecting “populism,” thus finds that the best response of
regulators to mass publics regarding risk regulation is to “change the subject.”**
The problem with mandatory labels for GM foods, he notes, is that they “sug-
gest a danger that might not exist.”%> Sunstein’s approach to the role of delib-
eration over risk regulation reflects the US model of delegating risk decisions
for agricultural biotech approvals to specialized technocratic agencies. As he
concludes, “Democratic governments care about facts as well as fears...[t]hey
take careful steps to ensure that laws and policies reduce, and do not replicate,
the errors to which fearful people are prone.”¢¢

In contrast, theorists who address the role of cultural factors in risk percep-
tion stress the importance of deliberation among all stakeholders and find
that Sunstein’s proposals of how to deal with “fear and risk” are elitist, reflect-
ive of a “fear of democracy” and “an attempt to exclude the regulation of risk
from its ambit.”¢” As James Boyle writes, “by withdrawing political questions
from the public sphere and giving them over to expert decision making, tech-
nocratic rationality actually diminishes the possibility of democratic debate
over the ends, in the name of an improved analysis of means.”%

Regarding risk evaluation itself, cultural theorists maintain that the public
has a different and richer conceptualization of risk than do technocrats, taking
into account whether risks are voluntarily assumed and controllable, as well
as the distributional implications of risk decisions.® They state that there are
reasons not to completely trust scientific assessments, which are also affected
by cognitive biases, and thus “rival” public conceptions should be heard.”
Moreover, they contend that an important way of gaining citizen trust is by
making regulatory decisions more transparent and open to public participa-
tion.”* As Dan Kahan et al. write, “Just as consultation breeds trust in expert
risk regulators, the perception that such officials are remote and unaccount-
able erodes it.”’? This analysis supports an EU approach that provides for
direct political input into risk management decisions in order to reflect diver-
gent cultural affiliations and beliefs. The function of deliberation in such a
context is that “deliberation can alter individuals’ understandings of the rela-
tionship between their cultural affiliations and particular beliefs.””® Because of
“the limitations of risk science, the importance and difficulty of maintaining
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trust, and the subjective and contextual nature of risk,” Slovic calls for “a new
approach—one that focuses on introducing more public participation into
both risk assessment and risk decision-making to make the decision process
more democratic.””* Not surprisingly, European policymakers tend to stress
this conception of deliberative democracy in agricultural biotechnology regu-
lation, focusing on European cultural values and the need to engage mass
publics.

These different perspectives on the respective roles of technocratic net-
works and public deliberation in risk regulation have led to different models
of decision-making over risk in the US and EU, as we saw in the last chapter.
Sunstein highlights the importance of narrowly defined networks of regula-
tory officials, as reflected in the US approach. Cultural theorists stress the need
for broader networks open to all affected parties, as reflected to a greater extent
in the EU approach.” Hence, among both scholars and practitioners we find
fundamental disagreement about who should participate in decisions about
risk regulation, and what sorts of factors should be considered—a challenging
starting point for any effort at joint, deliberative decision-making.

3.5. Transatlantic networks for agricultural biotechnology

Notwithstanding these caveats, policy-makers were quick to identify agricul-
tural biotechnology as an area in which a structured dialogue among regu-
lators might build mutual understanding and trust, provide early warning
of disputes, and perhaps, in time, contribute to a gradual convergence of
regulatory approaches to GM foods and crops. Throughout the late 1990s,
the US and EU established numerous working groups of scientific experts to
exchange information relating to GMOs. The US Congress even amended the
Federal Food, Drug and Cosmetics Act to instruct the FDA “to move toward
the acceptance of mutual recognition agreements relating to the regulation of
drugs, biological products, devices, foods...between the EU and the US.”7¢

In 1995, the New Transatlantic Agenda established a High Level Environment
Consultation Group which was to work in conjunction with a Permanent
Technical Working Group on biotech issues. The latter group was to bring
together representatives from the EU’s Environment and External Relations
Directorates-General and from the Office of the US Trade Representative
(USTR), the Environmental Protection Agency and the US Department
of Agriculture. Then, in connection with the launch of the Transatlantic
Economic Partnership at the US-EU Summit in December 1998, the two trad-
ing partners set up a new overarching group—the TEP Biotech Group—to
coordinate discussions and information exchange “with a view to reducing
unnecessary barriers to trade.””’
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The TEP Biotech Group was to oversee two pre-existing technical groups
focused on information exchange over biotech issues: (1) the Agrifood
Biotech Group (which consisted of governmental representatives from the
Commission’s agricultural and industry directorates-general and from the
US Department of Agriculture and USTR), and (2) the US-EC Task Force on
Biotechnology Research (which coordinated workshops bringing together
US and European scientists). The Agrifood Biotech Group, founded in 1996,
focused mainly on regulatory and technical issues that could affect “the
commercialization of biotechnology-derived plants and food products.” It
addressed, in particular, the application of the EU’s Novel Foods Regulation.
Industry representatives were invited to participate in its meetings. The
research task force, founded in 1990, held workshops and symposia on bio-
tech research and risk assessment.”® The TEP Biotech Group even launched a
pilot project, in which, following a first phase of comparing molecular data
requirements for scientific assessments, the FDA and its EU counterparts in
DG Industry were to consider a process of “simultaneous application for prod-
uct approval.””” FDA and Commission officials also held bilateral meetings
(in person and by video) in which they exchanged information on “existing
scientific guidance for biotech food safety assessment” and “the structures
available for using scientific advice.” The FDA reported that they “found simi-
larities in the underlying principles for safety assessment and thought that
regulatory cooperation in this area would be useful.”%

The creation of these transgovernmental groups, however, in the words
of a US government official, can also be viewed as a means “for politics to
try to smooth things over.”®! The groups were only created when it appeared
that the US and EU were going in different directions, as became apparent in
discussions within the OECD (discussed in Chapter 4). Although both sides
spoke of creating a “joint application process” for GM products, an idea that
was strongly promoted by the biotech industry, those within the regulatory
agencies “knew that it would never happen.” In the words of an FDA official,
“We haven’t been able to do it in any other area, why think we could do it in
this one, which was so contested?”8?

Of all the working groups, the research task force was the most success-
ful, meeting relatively actively and reportedly in a deliberative manner.®* The
participating scientists shared methodologies and testing results, resulting in
transatlantic convergence in how risk assessments are to be conducted.?* As a
former member of DG Research stated, “Its success is seen as attributable to a
clear decision from the start to avoid getting drawn into discussion of policy
issues,” but rather to focus on scientific and technological ones.®

The output of these working groups, however, ultimately disappointed both
sides. The overarching TEP Biotech Group only met a few times.% The two sides
never progressed to a formal cooperation agreement in the biotech sector, nor
was there any clear sign of convergence in US and EU regulatory approaches
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as a result of these exchanges. In 1999, for example, Commission officials con-
sulted widely with their US counterparts in designing the fledgling European
Food Safety Authority, closely examining the structure and procedures of the
FDA as a potential model. The Commission’s eventual proposal for the EFSA,
however, drew only selectively from the FDA model, accepting the role of a
specialized agency in scientific risk assessment, but insisting that risk manage-
ment continue to be undertaken by political bodies such as the Commission,
Council, and European Parliament.?” When fully operational, EFSA is expected
to employ only around 370 people and have a budget of 70 million euros, a tiny
agency compared to the US FDA that employs over 9,000 people and has 2,100
scientists working for it.®® Moreover, EFSA operates far from decision-making in
Brussels as it is based in Parma, Italy, and has even had difficulty getting staff
to move there. The FDA and the Commission therefore remained very different
types of regulators guided by distinctive mandates, with the FDA in particular
refusing to consider any serious challenge to its model of “science-based” deci-
sion-making, and with the Commission unable or unwilling to move towards a
more specialized regulatory agency model along the lines of the FDA.

As little progress was made among US and EU governmental representa-
tives, the US and EU decided to form two transatlantic civil-society groups
in November 1999. One was a transatlantic scientific advisory committee
consisting of scientists specifically working on genetically modified organ-
isms. It was to provide counsel to the Commission until its proposed Food
Safety Authority was approved and operational, thereby facilitating a com-
mon US and EU approach to risk assessment. The second was the EU-US
Biotechnology Consultative Forum composed of twenty independent experts,
including research scientists from industry, university biotech centers, and
representatives of NGOs, including to the GM-skeptic Friends of the Earth, a
fervent opponent of GM products. It was charged with examining the issues
posed by biotechnology for regulators on both sides of the Atlantic. In the
optimistic words of acting EU ambassador to the US, John Richardson, these
groups could help forge “a transatlantic consensus on where we go with bio-
technology in the future.”®

The Consultative Forum, which was to make policy recommendations,
issued its final report, by consensus, in December 2000, although there was
apparently some severe contention within the group.”® Both sides officially
welcomed the report, which offered a partial endorsement of each side’s views,
although the report was much more supportive of the EU than the US would
have liked, and biotech advocates within the Commission (such as in DG
Research) found it to be an abomination, causing “great irritation and anguish
in the interested scientific communities.”*! For example, the report called for
mandatory pre-market examination by regulators of all genetically modified
foods and feed prior to their approval (recommendation 1) and endorsed a
version of the precautionary principle as a core element of biotech regulation
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(recommendation 12)—both core elements of the EU regulatory procedure.
It also called for “mechanisms that will make it possible to trace all foods,
derived from GMOs” (recommendation 8) and for “content-based mandatory
labeling requirements for finished products containing novel genetic mate-
rial” (recommendation 15)—proposals that the EU was to transpose into a
regulation in 2003. In addition, it endorsed regulatory procedures for risk
assessment and risk management that are transparent and open to “a broad
range of specialists and stakeholders (e.g., social scientists, ethicists, represen-
tatives of civil society)” (recommendations 13 and 14).°% It arguably went even
turther than the existing EU regime, calling, on the one hand, for mandatory
approvals and labeling of those GM foods that are “substantially equivalent”
to conventional varieties and thus subject to the simplified procedure under
the EU Novel Foods Regulation (recommendation 5),°® and, on the other, for
an international liability regime (recommendation 11) when the EU did not
itself have one and the Commission argued that one was not necessary.

Despite the report’s calls for a process-based approach to agricultural bio-
technology, with mandatory labeling, the US State Department (still work-
ing under the Clinton administration) diplomatically welcomed the report’s
emphasis on the potentially beneficial effects of biotechnology, including for
sustainable development in developing countries, as well as its discussion of
openness and transparency in the regulatory process—“many of [which] are
already a part of the U.S. regulatory system.”*

Following these initial formal expressions of support, however, the report
was essentially shelved by both sides, which have scarcely ever made reference
to it in the subsequent years of conflict over the issue.®® Given, in particular,
that the Bush administration took office just after the report’s release, and
that it showed little inclination to deliberate and compromise with the EU on
a number of policy matters, from the Kyoto Protocol to the UN Framework
Convention on Climate Change to the International Criminal Court, the
idea of a consensus approach to the regulation of agricultural biotechnology
appeared to become less rather than more promising over time.

Along similar lines, both the US and the EU fostered during the 1990s the
development of official “civil-society dialogues” among business, consumers,
environmentalists, and labor unions. Although the latter two groups met only
a few times and are currently defunct, the Transatlantic Business Dialogue
(TABD) and the Transatlantic Consumer Dialogue (TACD) have met period-
ically since the mid-1990s and have taken clear stances on the regulation of
biotechnology. The TABD established an Agri-Food Biotechnology Group to
conduct studies and prepare recommendations, and throughout the 1990s, the
TABD generally adopted a position aligned largely with that of the US, calling
for compatible standards between the US and the EU to promote transatlantic
trade in GMOs and arguing that mandatory labeling of GMOs “unfairly dis-
criminates among identical or like products.”?¢ Faced with increasing public
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opposition to GM products as well as organizational difficulties among the
CEOs who constituted its membership, the TABD has taken a much lower
profile on the issue of biotechnology regulation since 2002, with no mention
of GMOs or biotechnology in its more recent annual reports.?’

By contrast, the Transatlantic Consumer Dialogue has been consistently
active on the issue of biotechnology regulation since its creation in the 1990s,
with US consumer organizations joining their European colleagues in call-
ing for mandatory pre-market approval of all GMOs as well as mandatory
labeling and traceability provisions. Clearly closer to the EU position than
the US position on biotech regulation, the TACD has also called on the US on
several occasions to abandon its WTO complaint against the EU, warning of
“a ‘pyrrhic victory’ by the U.S. given the reaction of European consumers.”*
TACD representatives, however, grew increasingly frustrated at their appar-
ently limited influence upon and access to US leaders in particular; hence, the
main importance of the TACD thus far appears to be its impact on US non-
governmental groups, which have been regularly exposed to the more critical
views of their European counterparts.

By the end of the 1990s, it was clear that the attempt by the US and EU to
work through networks to better understand each other’s approaches and learn
from each other’s experiences, possibly leading to harmonization, had failed.
US officials found that politicians in Europe have no incentive to engage in
these dialogues given the possible backlash against them. Moreover, because
of the politicization of agricultural biotech in Europe, as one USDA official
states, European “technocrats have stepped back and left the issues for poli-
ticians.”®? In some member states (such as Italy), politicians have blocked even
the conduct of any trials of GM varieties so that national technocrats lack
information even to engage in deliberation over risks and benefits.'® As the
WTO trade conflict intensified, agency scientists specializing in agricultural
risk regulation increasingly lamented the lack of organized transatlantic dia-
logue and information exchange.'™

Overall, the US and EU regulators did not come to a reasoned consensus
on the assessment or management of risks from NGOs, nor did US and EU
policies converge as a result of joint deliberations. Where bilateral negoti-
ations did lead to deliberation and consensus, these negotiations tended to be
among like-minded groups of private or civil-society groups, and there is little
or no evidence that the outcomes of their discussions had any significant effect
on policies on either side of the Atlantic.

3.6. Conclusions

The story of bilateral cooperation over the regulation of GM foods and crops,
in short, is largely a story of failure, and provides a lesson in the limits of
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transgovernmental networks and of “deliberative supranationalism.” This
result, while perhaps disappointing in policy terms, should not be surprising
to many Habermasian scholars of deliberation, who have always conceded
that deliberation as a “logic of social action” is likely only under a restrictive
set of conditions, including a “common lifeworld”; actors’ uncertainty about
their own preferences and hence about the distributive implications of their
collective decisions; and nonhierarchical relations in informal network set-
tings. Agricultural biotechnology was initially believed by some scholars and
practitioners to meet these conditions, given the importance of science to
regulators on both sides of the Atlantic, the uncertainty about the emerging
technology of genetic engineering, and the possibility of constructing infor-
mal bilateral networks of government regulators and civil-society groups.

In practice, however, these postulated preconditions for deliberative deci-
sion-making have been largely absent in the area of biotechnology, and the
results of bilateral negotiations have been correspondingly disappointing.
Despite the fact that the US and the EU are both advanced industrialized
democracies, a “common lifeworld” could not be taken for granted, either
among US and EU regulators who proceeded from sharply distinctive regula-
tory frameworks and philosophies,'®* or among civil-society groups who dif-
fered both across the Atlantic and across the producer-consumer divide.

Similarly, the presence of scientific complexity and uncertainty does not
appear to have promoted deliberation in the ways anticipated by students of
communicative action. Habermasian theorists of deliberation, we have seen,
often posit complexity and uncertainty as providing favorable conditions for
deliberation, on the plausible reasoning that uncertainty places a premium on
truth-seeking while obscuring distributional conflicts associated with hardball
bargaining. Our findings, however, suggest that the positive role of uncer-
tainty can be limited, and may in some instances cut against deliberation.
Uncertainty’s role can be limited, we argue, because despite the scientific com-
plexity of agricultural biotechnology as an issue, the various actors in the
debate including biotech companies, farmers, and the US and EU officials who
represent them appear quite able to articulate their own interests vis-a-vis GM
foods and crops, and fight for their preferred positions in subsequent bargain-
ing. Just as importantly, we find that uncertainty can cut both ways in areas of
risk regulation such as agricultural biotechnology. Faced with environmental
and food-safety risks that cannot be measured with absolute certainty, many
European consumers, governments, and EU institutions themselves have
opted in favor of a rather extreme interpretation of the precautionary prin-
ciple, in which uncertainty yields not a collective search for truth, but an
uncompromising rejection of GMOs, with little or no regard for the causal
arguments (e.g., scientific risk assessments) in their favor.

Finally, despite the best efforts of the architects of the NTA, the informal
networks established to discuss GMO regulation were consistently hampered
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by the rampant politicization of the issue, with European public opinion and
member governments placing pressure on Commission negotiators to defend
EU policies, and US negotiators under corresponding pressure from biotech
firms and agricultural associations with a stake in the US regulatory system.
Genuine deliberation, in which participants put aside preconceived notions
and submit to the “power of the better argument,” was at best difficult in
such a context. In this sense, our analysis lends further support to the view
that transparency and politicization decrease the prospect for deliberation in
transnational bodies, which appear to function most effectively in closed,
in-camera settings.

To the extent that we do see evidence of deliberation, most notably
among scientific experts and single-issue interest groups like the TABD and
the TACD, these outcomes appear to reflect two characteristics of the negoti-
ations, namely (1) the nature of the participants, including their diversity and
the relative presence or absence of a pre-existing “common lifeworld” among
them; and (2) the terms of the discussion, which could be restricted to scien-
tific issues of risk assessment or take in more explicitly political issues of risk
management.

The most successful of the networks (at least for a time) was the research
task force. As predicted by students of epistemic communities, the US and
European scientists were much more likely to share, in Habermas’ terms, a
common lifeworld and thus a common way of discussing the risk assessment
issues raised by GMOs. The narrowing of the scope of debate to mutually
agreed terms—technical risk assessment—further facilitated deliberation. The
participants also had mutual interests in learning from each others’ work to
improve their own professional practices. Indeed, there is reason to believe
that bilateral negotiations, if left entirely to scientific experts and restricted
to technical questions, could result in significant deliberation and joint dis-
covery. For example, as we shall see in Chapter 6, the EU’s scientific bodies
(now coordinated under EFSA) have repeatedly reached agreement that the
GM varieties notified to them are no more risky than conventional varieties,*
much as FDA scientists have found in the US. Were US and EU regulatory
decisions left to these scientists, there would likely be little regulatory conflict
because the scientists in EFSA and the FDA and USDA generally see the tech-
nology the same way.

Among policymakers, deliberation is generally more likely to occur among
those working in a single regulatory area, as witnessed by the transnational
competition and financial networks that have emerged. In the GMO con-
text, deliberation would more likely occur if a network were limited to envir-
onmental or food safety specialists, even though institutional and political
factors would constrain them more than scientists. Yet, transnational coordi-
nation over agricultural biotechnology is even more challenging because it is
a multi-sectoral regulatory issue involving officials from many different domains
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including food safety, the environment, agriculture, scientific research and
development,'® and trade. In addition, different US and EU agencies took
the lead role on the biotech file so that parallel agencies were not in control
on both sides. While environmental regulators took the lead in the Furopean
regulatory framework, the USDA did so in the US, with both agencies holding
very different policy mandates and priorities.” Moreover, even where parallel
agencies came to the network, their priorities also differed in reflection of the
divergent interests of their underlying stakeholders. For example, the USDA
and DG Agriculture held differing priorities since genetically engineered seeds
have generally not been used by European farmers but are widespread in the
US for crops such as soybeans and corn, and GM foods are generally not avail-
able in the EU, unlike in the US. The EU’s Directorate-General for Agriculture
thus did not face pressure from European farmers to open EU or global mar-
kets to GM foods. Rather, European farmers benefit from the increased market
risks that US growers face in the EU (and possibly global markets) because of
US adoption of GM varieties.

Finally, trade officials, in particular from the US, assumed central positions
in the transatlantic networks, affecting the dynamic of discussion. The United
States Trade Representative was a member of the 1995 Permanent Technical
Working Group on biotech, the 1996 Agrifood Biotech Group, and the 1998
TEP Biotech Group. The participation of USTR lawyers refocused discussions
from regulatory protection to the impact of regulatory barriers on trade. Their
presence made clear that the threat of a legal claim before the WTO lurked
in the shadows. Once the US brought its WTO case, even the transatlantic
scientific networks became less active. This experience reflects the challenges
of implementing the earlier 1997 transatlantic MRA, but in an exacerbated
way. The USTR’s leading role in designing the MRA framework agreement
and negotiating its annexes for specific regulatory fields impeded the sense of
ownership of US regulatory officials (such as FDA) of a process that affected
their regulatory mandate, so that they were less committed to the agreement’s
implementation.! In the agricultural biotech case, however, an actual WTO
legal filing loomed in the background so that discussions were not open-
ended, but constrained by the prospects of trade litigation and the potential
instrumental use of any statements in such litigation.

As regards non-governmental networks, anti-GMO activists can be viewed
as operating in quite a different lifeworld than do executives from agricultural
biotechnology companies such as Monsanto. Not surprisingly, therefore, the
like-minded participants within the Transatlantic Business Dialogue and the
Transatlantic Consumers’ Dialogue, respectively, tended to operate accord-
ing to a “common lifeworld” internally, and the two groups each came to
reasoned—and diametrically opposed—consensus positions. Where a more
diverse group of stakeholders was brought together, as in the Biotechnology
Consultative Forum, the resulting “consensus” position simply papered over

111



When Cooperation Fails

differences among the various participants, and was in any event publicly
praised and then quickly put aside by both US and EU authorities.

As we can see, there is a tension between the inclusiveness of a deliberative
network and the quality of the deliberation that occurs. The more that one
moves to “global deliberative equality” in which “all relevant and affected
parties in processes of transgovernmental deliberation” are included (in
Slaughter’s words),'°” and in which actors “recognize each other as equals and
have equal access to the discourse” (in Risse’s),'”® the more difficult deliber-
ation becomes. Here again we encounter a trade-off between effective delib-
eration and inclusiveness: when a policy domain is multi-sectoral, as with
GMOs, inclusion of different types of sectoral officials, and in particular trade
officials, seriously limits the prospects for deliberative decision-making.

In practice, then, starkly distinctive trading interests resulting from the
application of different regulatory systems and regulatory philosophies have
repeatedly impeded a genuine deliberative dialogue, calling into question the
existence of a common transatlantic “lifeworld” with respect to the regulation
of GMOs. Even if regulators (as opposed to trade officials) from the two sides
were able to bridge their different approaches and deliberate together, they
would and already do find themselves operating in a highly politicized issue-
area characterized by strongly mobilized interest groups and by often vola-
tile public opinions limiting their ability to engage in significant substantive
compromise. For all of these reasons, the bilateral experiment in regulatory
cooperation on biotechnology turned out to be short-lived.!®” With the failure
of bilateral cooperation, both actors turned their attention to negotiations
and (potential) deliberation in wider multilateral fora, in the hope of either
persuading or pressuring the other side to change its policies.
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4

Deliberation or Bargaining? Distributive
Conflict and the Fragmented
International Regime Complex

In the absence of successful bilateral cooperation, both the US and the EU
attempted to find cooperative solutions to the problems of biotech regulation
in various multilateral fora. Such multilateral regimes, it is often argued, can
help states to cooperate by lowering the costs of negotiation, promoting delib-
erative decision-making, facilitating learning and the formation of common
norms, monitoring compliance with the resulting international agreements,
and providing a forum for international dispute settlement.! Consistent with
this view, the US and the EU have attempted, over the past two decades, to
engage in multilateral cooperation through a variety of international regimes.
However, the multilateral cooperation in the area of agricultural biotechnol-
ogy has faced two interrelated challenges: conflicts over the distribution of
costs and benefits; and the problem of overlapping and conflicting regimes in
a fragmented international system.

First, while both sides in the transatlantic GMO dispute had a clear incen-
tive to avoid an all-out trade war, each had a strong preference to retain and
to “export” its own regulatory system to the international level, placing the
political and economic burdens of adaptation on the other side. International
cooperation on the regulation of GMOs is thus characterized not only by joint
gains but also by distributive conflicts when the parties differ on the ferms or
the content of possible international regulations. As we will see, the US has
not wanted to overhaul and segregate its grain distribution system at a signifi-
cant cost for what it sees as an incoherent EU labeling and traceability regime
for products containing or derived from GMOs. The EU, for its part, has not
wanted to accept such US products without more demanding EU internal
scrutiny, subject to the “precautionary principle,” as well as EU labeling and
“purity” threshold requirements for approved varieties. Such a distributive
conflict, as we shall see, has led both parties to engage in hardball bargaining
and interfered with the development of deliberative problem-solving.
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Second, the regulation of GM foods and crops is the subject of what has
been termed a “regime complex”—a set of partly overlapping regimes regu-
lating various aspects of GM foods and crops that can reflect distinct, and
sometimes conflicting, normative principles and rules.? International coop-
eration in such regime complexes is likely to be characterized by several inter-
related phenomena: inter-state negotiations in one regime will be limited by
precedents in others; states will “forum-shop,” seeking the most favorable
regimes within which to advance their interests; and legal inconsistencies are
likely to arise among regimes, creating new problems of inter-regime coordi-
nation. The regulation of agricultural biotechnology, we show, falls within
such a regime complex, being subject to a number of regimes relating to
trade, environmental protection, and food safety, among others. This chap-
ter therefore focuses on the promise as well as the difficulties of multilateral
cooperation in the area of agricultural biotechnology, with a focus on four
major international regimes: the Organization for Economic Cooperation and
Development (OECD), which addresses cross-cutting issues relating to agri-
cultural biotechnology among advanced industrialized countries; the WTO
and its Agreement on Sanitary and Phytosanitary Measures (SPS Agreement),
which addresses trade-related aspects of GM foods and crops; the Biosafety
Protocol signed at Cartagena in 2000, which deals with the environmental
implications of GMOs; and the Codex Alimentarius Commission, which han-
dles food-safety standards.

By contrast with the rather bleak story of bilateral negotiation in the
previous chapter, we do find some evidence here of deliberative decision-making,
most notably in the technical committees of the OECD and the Codex
Alimentarius Commission. Consistent with Risse’s predictions, we find that
US, EU, and other experts were able to deliberate about the risks of GM crops
and find common ground on a number of issues, particularly where nego-
tiations were limited to scientific and technical questions of risk assessment
and where these technical discussions were insulated from questions of risk
management and technical barriers to trade. By the same token, however, in
each regime setting, where the discussion turned from scientific issues of risk
assessment to political issues of risk management, and where outcomes in one
regime were linked to trade disputes in other regimes, the prospects for delib-
erative decision-making receded dramatically.

Through a close examination of these multilateral regimes, we are able
to show how “hard” and “soft” law mechanisms in these regimes interact
with each other in ways that have often been overlooked in international law
scholarship. Each side of the agricultural biotech dispute has attempted to
export its own regulatory approach to the global level, seeking allies among
third parties, engaging in “forum-shopping” to find particularly hospitable
regimes, and producing awkward compromises within, as well as inconsist-
encies among, the various international regimes. In the process, “soft” and
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“hard” law mechanisms have not interacted in a complementary and progres-
sive manner, as often theorized, but rather served to constrain and under-
cut each other. As a result, more flexible “soft law” regimes, like the Codex
Alimentarius Commission, have been “hardened” by concerns over the impli-
cations of their decisions in the “hard law” WTO regime, while the “hard
law” WTO regime has been “softened,” being made more flexible and less
predictable as its judicial process has sought means to avoid deciding the sub-
stantive issues in dispute. Yet we also suggest that tensions and even conflicts
among the various “hard” and “soft” international law regimes should not
necessarily be lamented. The tensions we observe simply reflect underlying
differences among states and state constituencies, and in particular among
powerful ones, in a diverse, pluralist world. In such a context, overlapping,
fragmented regimes can also provide service to each other, signaling states
and international decision-makers to tread softly in applying their particular
rules, taking account of developments in other spheres of international law
and politics.

The chapter is organized in three parts. In the first, we provide the theoret-
ical background to multilateral cooperation in biotech regulation, first noting
the purported benefits provided by multilateral regimes and then addressing
two interrelated impediments to multilateral cooperation—those of distribu-
tive conflict and regime complexes—which are often overlooked, or not suf-
ficiently stressed, in international law and international relations scholarship.
We examine, in particular, the impacts of forum-shopping among multilateral
regimes and the resulting challenges of fragmentation and conflicts of law
among them. The second and longest section of the chapter provides detailed
process-tracing accounts of US/EU cooperation and conflict over GMO regula-
tion in the OECD, the WTO, the Convention on Biodiversity (CBD), and the
Codex Alimentarius Commission, analyzing the different “hard” and “soft”
law mechanisms available in these regimes, and how they have developed
and interacted in this field. The third and final section builds from these case
studies to summarize our findings regarding the prospects and the limits to
international cooperation over agricultural biotechnology policy through
multilateral regimes.

4.1. Multilateral regimes and GMOs: Theoretical background

4.1.1. GMO regulation as a global, not just a transatlantic, issue

The pressures for the US and the EU to turn to multilateral regimes were due
not only to the failure of bilateral negotiations, but also to the very nature
of agricultural biotechnology, which by the late 1990s had emerged as a glo-
bal political issue, with other OECD members and less-developed countries
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increasingly enmeshed in transatlantic debates over the adoption of GM foods
and crops. Early signs of the globalization of GM issues appeared when the
anti-GMO movement spread, to different degrees, from Europe to much of
the rest of the world. Japan and Korea, two WTO members traditionally rais-
ing barriers to US agricultural exports, announced that they would tighten
approval procedures for GM varieties and require mandatory labeling of GM
seeds and foods in response to constituent demands.* In the Japanese market,
prices for GMO-free varieties were surging; companies and department store
chains were advertising GMO-free foods; and a new GMO-inspection indus-
try was developing.* Even Australia and New Zealand, both large agricultural
exporters, announced in 1999 that they would require labeling of all GMO-
derived foods, and all but one Australian state placed a ban or moratorium on
the planting of GMOs.3

The majority of developing countries, generally concerned over the expan-
sion of patent and other rights over seeds and plant varieties, also supported a
move toward a restrictive new treaty on trade in GMOs, while also criticizing
the monopoly rights that large US and European firms hold over new seed
technologies. Some countries, such as Thailand, welcomed new price premi-
ums available for their GMO-free varieties. The Brazilian state of Rio Grande de
Sul declared itself a GMO-free zone in the hope of assuring and attracting for-
eign buyers of its crops.® In 2002 the African countries of Zambia, Zimbabwe,
and Mozambique rejected donated food from the US that was produced using
biotechnology.” The US responded vociferously to these developments. In a
June 2003 speech to the Biotechnology Industry Organization (BIO), the US
biotechnology trade association, President George Bush denounced EU lim-
its on the imports of GMOs based on “unfounded, unscientific fears...For
the sake of a continent threatened by famine,” Bush continued, “I urge the
European governments to end their opposition to biotechnology.”®

The US was not alone in these debates, as its call for open markets for
GM food products was soon supported by other major agricultural producers,
including Canada and Argentina in particular. Farmers in developing countries
began to adopt some GM varieties despite government bans, which resulted
in eventual government authorizations. In Brazil, farmers adopted GM soy-
beans notwithstanding regional bans on GMO cultivation, triggering a grant
of amnesty from the Brazilian President to those farmers who illegally planted
them, followed by government authorizations.’ In China and India, farmers
adopted GM cotton varieties, including those that had not been authorized,
and both governments invested heavily in agricultural biotech research and
development. China and India are viewed as pivotal for the global adoption
of GM crops because of the size of their populations and economies, and also
because of the impact that their policy choices may have in other developing
countries. Overall the total acreage of GM soy, corn, and cotton continued to
increase, particularly in six key countries—the US, Canada, Argentina, India,
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Brazil, and China—reaching around 102 million hectares in 2006 according
to one study.!

In this context, neither the US nor the EU limited its attention to bilat-
eral discussions, but sought to advance their interests through multilateral
regimes. Because agricultural biotech regulation implicates so many policy
issues, multiple multilateral regimes were available. These included the WTO
and its SPS Agreement, which addresses trade-related aspects of GM foods and
crops; the CBD and its Biosafety Protocol signed at Cartagena in 2000, which
deals with the environmental implications of GMOs; the Codex Alimentarius
Commission, which handles food-safety standards; and the OECD, which
addresses multiple trade and regulatory issues facing its developed-country
members.

4.1.2. Regime theory: How regimes can foster multilateral cooperation
over GMO regulation

International regimes were famously defined in a collective research project
as “sets of implicit or explicit principles, norms, rules, and decision-making
procedures around which actors’ expectations converge in a given area of
international relations.”’ Regime theorists contend that these regimes can
help states cooperate by performing a number of useful functions, both at the
negotiating stage and during the subsequent implementation of international
agreements. At the negotiating stage, international regimes can reduce the
transaction costs of negotiating international agreements, by providing
fora for regular meetings of officials, and by providing secretarial, logistical,
informational, and deal-brokering support for international negotiations.'?
The various trade rounds of the WTO, the regular meetings of the parties
to the UN CBD, the task forces of the OECD, and the working groups of the
Codex Alimentarius Commission have all performed this basic function in
the area of agricultural biotechnology, although as we shall see, these various
fora are characterized by different memberships, different voting rules, and
differing modes of representation. Once a given agreement is adopted, inter-
national regimes can also play a key role in their implementation, most not-
ably by monitoring member-state compliance with their provisions, reporting
instances of non-compliance, and—in select cases such as the WTO Dispute
Settlement Body—providing third-party dispute resolution.!?

The rationalist variant of regime theory examines why and how states cre-
ate international regimes in the rational pursuit of their interests.! Its central
arguments build from game theory, a branch of applied mathematics that
social scientists use to study different scenarios (or games) in which players
interact. In regime theory, the players are typically states (with the EU in the
trade context being treated as a single actor). Each player is self-interested
and rationally attempts to maximize its own utility, but in doing so, affects
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the others’ choices. Different scenarios involve different sorts of interactive
games. Some games are zero-sum (one player’s gain is equal to another’s loss),
and others are not (as when both players can gain through cooperation).
While zero-sum games entail pure conflict, nonzero-sum games mix conflict
with at least some common interest.

The Prisoner’s Dilemma (PD) scenario is a classic nonzero-sum game which
serves as the backdrop for much regime theory. In this game, each of the
two actors will benefit from cooperation by pursuing their mutual interests
together, but they both face short-term (or “myopic”) temptation to cheat
(or “defect”) from their agreements. If each of them follows a myopic self-
interest by betraying the other, then they both are worse off than if they had
cooperated.!s

The strategic structure of PD can be represented as a simple payoff matrix, as
in Table 4.1. Within each cell of the table, we see the ordinal payoffs for players
1 and 2, arrayed from most preferred (4) to least preferred (1) outcome. As in
the story that illustrates the PD game, both the players would prefer a coop-
erative outcome (3,3) to the non-cooperative equilibrium (2,2) in Table 4.1. In
game-theoretic terms, the equilibrium outcome of the game is “Pareto-subopti-
mal”—that is, both players could benefit from mutual cooperation.® Yet, in the
absence of mutual trust and/or a clear enforcement mechanism, each player has
a rational incentive to defect, no matter what the other player does."”

As applied to international politics, in this scenario, each of two states can
benefit from cooperation if its negotiating partner complies with its agree-
ment; but each state also faces a strong post-decisional temptation to renege
on the agreement because the reneging state’s payoff is greatest when the
other state complies and it does not. Yet if both states renege, then both are
worse off than they would have been if both complied. The trick is how to get
self-interested parties to collaborate for their mutual benefit when they face
incentives to betray the other party.'

International trade theory and international environmental regimes—both
of which, as we will see, have come into play in the GMO context—provide

Table 4.1 The Prisoners’ Dilemma
Player B

B1 (cooperate) B2* (defect)

Player A Al (cooperate) 3,3 1,4

A2* (defect) 4,1 2,2 **

Source: Adapted from Stein 1982: 306.
4 = most preferred, 1 = least preferred.
* Player’s dominant strategy.

** Equilibrium outcome.
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examples of a multi-state extension of the PD game. First, under the inter-
national trade theory of comparative advantage, each state benefits from trade
because it can specialize in the production of goods in which it has a rela-
tive advantage (compared to what else it can produce) and trade those goods
for ones in which other states have the relative advantage. However, a state
may be tempted to renege on its free-trade commitments for political and
economic reasons. If the other states retaliate, however, by reneging on their
commitments, then the exporting interests will be harmed and the first state’s
welfare reduced, politically and economically. The goal of the trade regime is,
thus, to provide a mechanism to reassure each state that the other will comply
with its trade commitments.*

In the environmental context, the classic “tragedy of the commons” pro-
vides another example of the PD. In the tragedy of the commons situation,
each player benefits from using a common environmental resource (e.g., fish-
eries, the global climate) at no fee. If all players use the commons without any
form of rationing, however, then the commons will be depleted or polluted,
so that all the players are worse off. Once again, each player faces both an
incentive to cooperate to protect a commonly valued resource and an incen-
tive to “free-ride” on the conservation efforts of others. But this free-riding
can induce other states to renege, resulting in the commons’ depletion or
pollution.?®

In these contexts, regime theorists have argued that international regimes
can reduce the prospects of reneging and thus increase the effectiveness of
international agreements in facilitating the achievement of national goals.
They do so by providing mechanisms for monitoring state compliance and
reporting instances of non-compliance to the members of the regime, increas-
ing both the likelihood of being caught and the costs of reneging, and affect-
ing states’ concerns over their reputational interests before a broad audience.
When such a game is repeated over time (so that it is an iterative and not a
one-shot game) and when monitoring by the regime reassures states of each
other’s compliance, then regimes can facilitate states’ willingness to engage
in mutually beneficial cooperative arrangements. In Keohane’s terms, these
regimes can “empower governments rather than shackling them... because
they render it possible for governments to enter into mutually beneficial
agreements with one another.”*!

International regimes vary in the services that they provide. Regimes
designed to protect global environmental commons exemplify the use of
monitoring and reporting functions. For example, the Framework Convention
on the Protection of the Ozone Layer (1985) and the subsequent Montreal
Protocol (1987) have created a secretariat whose primary function is to report
on member-state compliance with the provisions of the agreement.?” Some
international regimes, such as the trade regime of the WTO, go beyond this
reportorial function, establishing courts and other dispute-settlement bodies
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designed to adjudicate disputes over the meaning of the relevant agreement
and the responsibilities of the various parties, and sometimes to authorize
sanctions for non-compliance. Most basically, international regimes can pro-
vide the crucial element of iteration, changing the game from a one-shot to
a repeated-play game in which cooperation can be rewarded and defection
punished in subsequent rounds of play. Put differently, international regimes
lengthen the “shadow of the future,” facilitating cooperative outcomes.

As we saw in the previous chapter, constructivist scholars go beyond these
transaction-cost approaches, arguing that the institutionalization of a given
issue-area in international politics can also encourage the sorts of ongoing,
face-to-face interactions that can be conducive to deliberative decision-
making, and in the process, facilitate learning and the adoption of normative
understandings, which can affect the very perception of rational self-interest.
Constructivist scholars like Risse do not assume that deliberative behavior
is automatic in international politics, but they do claim that international
regimes, which foster close and iterated cooperation among national officials,
can create the conditions under which deliberation about GMO regulation
might take place. Put differently, international regimes can at the very least
increase the efficiency of decision-making, and at best transform international
decision-making from a logic of bargaining to one of arguing that can trans-
form actors’ perceptions of the national interest.??

Our focus in this chapter, as in much of the regime-theory literature, is on
common and competing interests and on the potential for distributive con-
flict among those interests. However, we do not mean to suggest either that
the dispute is fueled only by interests, at the expense of normative concerns,
or that such interests are narrowly economic or protectionist. First, as we have
shown in Chapter 2, norms are embedded in the two different systems, which
exhibit strong path-dependencies. When policy negotiations move to the
bilateral and international levels, each party can be viewed as advocating not
only its own interests, but also the normative beliefs underlying its regulatory
approach. Second, we wish to make clear that when we refer to distributive
costs and benefits, we are referring not only to economic costs and benefits,
but also and perhaps especially to political ones. Government negotiators are
likely to incur severe political costs if they negotiate outcomes at the multi-
lateral or bilateral levels that compromise domestic norms as embedded in
domestic legal systems. In short, both norms and interests are bundled into
the positions that both US and EU negotiators defend in transatlantic and
global negotiations.

In the area of agricultural biotechnology, all of the regimes that we exam-
ine in this chapter provide for a great deal of face-to-face interaction, signifi-
cant elements of iteration as well as some degree of reporting on member-state
compliance, while the WTO goes further with the establishment of a third-
party dispute-settlement system for the adjudication of claims among mem-

120



Deliberation or Bargaining?

bers. Therefore, we might expect multinational regimes such as the OECD,
the WTO, the CBD, and the Codex Alimentarius to facilitate the adoption
and implementation of cooperative outcomes in areas like agricultural
biotechnology. Indeed all four regimes have witnessed extensive negotiations
and the adoption of formal agreements about (or directly implicating) the
regulation of GMOs. As we will see in this chapter, however, the existence and
creation of new international regimes do not necessarily facilitate (or even
signal) efforts at cooperative and deliberative decision-making but can simply
provide stages for strategic maneuvering in which underlying conflict contin-
ues to play out in new fora, for two primary reasons that we now examine.

4.1.3. Afirst obstacle to regime-based cooperation: The distribution
of (absolute) gains

Despite the general promise of regimes in fostering cooperation under an-
archy, international relations scholars have identified a number of potential
obstacles to successful regime-based cooperation. The realist literature, for
example, has emphasized the dual challenges of (a) cheating and (b) relative
gains as the primary obstacles to successful cooperation, focusing on concerns
over national security and the balance of power.?* When faced with a collect-
ive-action or public-goods problem under anarchy, realists have long argued,
states acting under anarchy face a strong temptation to renege on their com-
mitments or cheat, and the spectre of such cheating is expected to undermine
cooperative efforts or forestall them entirely.>> However, as neoliberal insti-
tutionalists have demonstrated, the temptation to renege can be effectively
managed by international institutions that monitor state compliance and
authorize decentralized enforcement, as in cases like the WTO, which features
well-developed dispute-settlement mechanisms.?

Other realists point to the so-called “relative gains” problem, in which states
will avoid engaging in cooperation that would make them absolutely better
off because it may nevertheless make them worse off relative to other states,
affecting the balance of power among them. In an anarchical international
system, this argument goes, states face a constant threat to their very exist-
ence, and so concerns about relative position are likely to trump opportunities
for absolute gain.?” However, as scholars like Duncan Snidal and Robert Powell
have demonstrated, relative gains concerns are not a constant in international
politics but vary as a function of factors such as the number of states in a
cooperative agreement, the costs of using force, and the nature (threatening
or benign) of the international environment. Put differently, relative-gains
situations emerge as a special case of interactions among states, such as where
the numbers of relevant states is small, the costs of using force is low, and the
security environment is unforgiving.?® In the case of agricultural biotechnol-
ogy, we did find some actors (in Chapter 2) concerned about the relative
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positions of the US and EU resulting from regulatory policy choices, although
in this case the concerns arise out of a desire to establish a leading position
in an emerging technology rather than out of fears for military security.?’ But
there is little evidence that concerns over such relative gains have been crucial
in driving the conflict over biotech regulation, and indeed EU biotechnology
policy has in practice voluntarily ceded global technological leadership to the
US, a clear violation of realist expectations.

Rather than focusing on these traditional realist fears, therefore, we iden-
tify two additional, distinct impediments to international cooperation and
deliberation in areas such as agricultural biotechnology: (a) the impact of dis-
tributive conflict, and (b) the existence of multiple, overlapping political and
legal regimes or “regime complexes.” Neither of these impediments, we has-
ten to add, arises from pessimistic realist assumptions about the ubiquity of
cheating or the importance of relative gains for the balance of power. Even if
we adopt the relatively optimistic neoliberal assumptions that institutions can
monitor compliance (and hence reduce incentives to cheat) and that states
are concerned exclusively (or primarily) with absolute gains, the problems of
distributive conflict and regime complexes still emerge as substantial obstacles
to successful international cooperation in areas such as biotechnology regula-
tion. We consider each of these impediments, briefly, in turn.

The first, distributive, challenge to regime theory focuses on the appropri-
ateness of the PD game as the proper model for many instances of interna-
tional cooperation, because it fails to capture the potential for distributive
conflicts among the participants. In the PD model, states are assumed to
have a common interest in reaching a cooperative outcome, and the primary
impediment to successful cooperation is the fear that other states will cheat
on their agreements. In PD models of international relations, these problems
are typically addressed by creating mechanisms for the monitoring of state
behavior and the sanctioning of states that violate the terms of the agreement.
If PD is an accurate description of the situation facing states, then inter-
national regimes should indeed facilitate cooperation by monitoring compli-
ance and (in the case of dispute-settlement bodies) providing for decentralized
enforcement as well.

However, the PD game deemphasizes another important obstacle to suc-
cessful cooperation, namely conflicts among states with different interests
over the distribution of the costs and benefits of cooperation—even if these
states are primarily concerned about “absolute gains” for themselves, and
not about “relative gains” from a balance-of-power perspective.?® That is
to say, when states cooperate in international politics, they do not simply
choose between “cooperation” and “defection,” the binary choices available
in PD games, but rather they choose specific terms of cooperation such as
the specific level of various tariffs in a trade regime or the precise levels of
different armaments in an arms control regime, and so on. As James Morrow
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notes, “There is only one way to cooperate in PD; there are many ways to
cooperate in the real world.”*! In game-theoretic terms, there may be mul-
tiple equilibria—multiple possible agreements that both sides prefer to the
status quo—and states face the challenge of choosing among these many
possible agreements.

Different terms of cooperation can have different distributive implica-
tions, affecting states’ calculation of costs and benefits, both economically
and politically. In an international trade agreement, for example, one side
may prefer to drastically reduce tariffs on industrial goods, while another may
place a stronger emphasis on reducing agricultural tariffs. In this situation,
states face not only the challenge of monitoring and enforcing compliance
with a trade agreement, as in the PD model, but also of deciding on the terms
of cooperation—in this case, the combination of agricultural and industrial
tariff reductions in the agreement. Yet PD models, with their binary choice of
cooperation or defection and their emphasis on Pareto-improving outcomes,
fail to capture these elements of international cooperation.

In light of these problems with PD models, an increasing number of schol-
ars turned toward a “situation-structural” approach to cooperation, in which
different problems or issue-areas are characterized in terms of distinct 2 x 2
games, of which PD is the only one possibility. Arthur Stein, for example,
offered a distinction between what he called “collaboration” and “coordina-
tion” games. According to Stein, cooperative dilemmas in international politics
can be classified into two categories. The first of these categories, which Stein
calls “dilemmas of common interests,” arises when two or more states would
benefit from cooperation, but face incentives to renege on their agreements,
as in the PD and collective action models referred to above. The solution to
such dilemmas of common interests, according to Stein, is “collaboration,”
in which states can agree to mutual cooperation and rely on formal regimes
to provide iteration, monitoring, and enforcement of agreements, and hence
reduce the temptation to renege.*?

The second of Stein’s categories, “dilemmas of common aversion,” arises
when states seek to avoid a particular outcome and need to coordinate their
behavior in order to do so. In game-theoretic terms, dilemmas of common
aversion are categorized by multiple equilibria, any of which would allow the
players to avoid their mutually undesirable outcome. Two neighboring states,
for example, might wish to facilitate rail travel between them, in which case
they would wish to avoid a situation in which the gauge of their railroad
tracks are incompatible; yet there are many different potential standards that
the two states might adopt, and so the states will need to coordinate to select
one among the multiple possible equilibria, and hence to avoid their mutually
undesired outcome of incompatible rail lines. Turning to the GMO case, the
US and EU clearly desired to avoid a trade war—creating a dilemma of com-
mon aversion—but the question remained, on what, or whose, terms?
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Dilemmas of common aversion, in turn, come in two variants. In the first
and simpler variant, referred to variously as “common indifference” or “pure
coordination” situations, states prefer to coordinate their behavior but have
no preference among the multiple possible equilibria. In this type of coord-
ination game, illustrated in Table 4.2, cooperation is relatively easy, because
both actors are indifferent about the specific equilibrium outcome chosen
and need simply to decide between themselves on one of them. In such situ-
ations, states may rely on conventions, or they may delegate the choice to
third parties such as international organizations that provide “constructed
focal points” around which states can coordinate their activities.*?

More difficult are what Stein calls “dilemmas of common aversions with
divergent interests,” also known as the Battle of the Sexes game. In this situ-
ation, illustrated in Table 4.3, both players agree on the least preferable outcome
or outcomes to be avoided, and both agree to coordinate their behavior to
avoid such an outcome, but each one prefers a specific (equilibrium) outcome.
In Table 4.3, for example, Player A prefers outcome A1B1, whereas Player B
prefers A2B2. A more concrete example is provided by the so-called Battle of
the Sexes game, in which two players (say, a husband and wife) agree that they
want to take a vacation together, but disagree on the destination (he prefers

Table 4.2 Dilemmas of common aversion
and common indifference

Player B

B1 B2

Player A Al 1,1 ** 0,0
A2 0,0 1,1*

Source: Adapted from Stein 1982: 310.
1 = most preferred, O = least preferred.
** Equilibrium outcome.

Table 4.3 Dilemmas of common aversion
and divergent interests

Player B

B1 B2

Player A Al 4,3 ** 2,2
A2 1,1 3,4 **

Source: Adapted from Stein 1982: 310.
4 = most preferred, 1 = least preferred.
** Equilibrium outcome.
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the mountains, she the beach). In such a game, the primary challenge is not
the threat of cheating (since both players prefer some joint vacation to being
alone), but rather of deciding which of two possible equilibrium outcomes
(the mountains or the beach) will be selected.3*

As in pure coordination games, any agreement in Battle is likely to be
self-enforcing once adopted, with little need for monitoring or enforcement
mechanisms, since both players prefer either cooperative outcome to uncoor-
dinated behavior.?® By contrast with both PD and pure coordination games,
however, the Battle game is characterized by a strong distributive conflict over
the terms of cooperation. Turning once again to the GMO case, both the US
and EU sought to avoid a potential trade war over GM foods and crops, but
the choice of international regulatory standards was fraught with distributive
implications, since either side would face significant technical, economic, and
political costs in moving from its preferred regulatory framework toward that
of the other side.

Stein’s distinction between collaboration and coordination games would
later be taken up by scholars like Duncan Snidal, Kenneth Oye, and Lisa
Martin, who would develop a more general “situation-structural” approach
to international cooperation, in which different empirical situations could be
modeled using a series of 2 x 2 games such as Harmony, PD, Pure Coordination,
Battle, Assurance, Chicken, and Deadlock.*® For our purposes here, the most
important implications of this literature have to do with the impact of dis-
tributive conflict on international cooperation, both generally and in our spe-
cific issue-area of agricultural biotechnology. We therefore offer four specific,
overlapping arguments that are relevant to understanding the international
law and politics of agricultural biotechnology and related areas: namely, the
importance of distributive conflict and power in affecting regime outcomes;
the pervasiveness of distributive conflict in nearly all cooperation scenarios,
where the terms of cooperation must be agreed prior to the design of monitor-
ing and enforcement rules; the particular impact of distributive concerns in
standard-setting, in which the choice of a particular international standard is
likely to have significant distributive implications for the states concerned;
and finally the impact of distributive conflict on the use of information and
the prospects for deliberation.

First, regime theory, with its emphasis on PD and collective-action models, has
under-emphasized both distributive conflict and the role of state power in determin-
ing the outcome of regulatory conflicts. This, in turn, has affected much inter-
national law scholarship, some of which has welcomed regime theory for its
validation of international law’s role without critically examining the role of
distributive conflict and state power in affecting international law’s terms and
implementation. In international politics, as Stephen Krasner argues, efforts
at cooperation often take the form of a Battle of the Sexes game, in which dif-
ferent states have clear preferences for different international standards. Even
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if all states benefit from a common standard, raising the prospect of joint
gains, the distribution of those gains depends on the specific standard chosen,
and the primary question is whether and how states can secure cooperation
under their preferred terms.

The most important question, Krasner argues, is not whether to move toward
the “Pareto frontier” of mutually beneficial cooperation, but which point on the
Pareto frontier will be chosen. Under such circumstances, he suggests, outcomes
are determined primarily by the use of state power, which may be employed in
one of three ways: (a) to determine who may play the game; (b) to dictate the
rules of the game, including the possibility of a single state moving first and
imposing a de facto standard on others; and (c) to employ issue-linkages, i.e., the
application of threats and promises in related issue-areas, to change the payoff
matrix for other states and induce those states to accept one’s preferred stand-
ards.’” Like Stein, Krasner views such coordination regimes as stable and self-
enforcing, since weaker states would only hurt themselves by failing to accept
common international standards; yet this self-enforcing nature of the regime
should not obscure the fact that the regime produces winners (who secure coop-
eration on terms closer to their preferences) and losers (forced to cooperate on
terms favorable to others), and that state power plays a key role in determin-
ing the shape of the regime and the standards adopted under the regime.*® We
should, therefore, expect the outcome of a Battle of the Sexes game to be deter-
mined in large part by powerful states, with weaker players being excluded from
negotiations, or forced to accept a fait accompli, or induced to accept powerful
states’ terms through threats and promises in related issue-areas. In the GMO
regulatory context, developing countries will be placed in a difficult situation
where powerful players—the US and EU—clash.

Second, distributive conflict is not unique to Battle games, but emerges as a generic
and nearly ubiquitous feature of all international cooperation. By contrast with the
approach of situation-structuralists like Stein and Krasner, James Fearon has
argued in a landmark article that it is misleading to attempt to characterize
international cooperation over any given issue as being exclusively either a PD
or a Battle game. Rather, Fearon maintains,

. understanding strategic problems of international cooperation as having a
common strategic structure is more accurate and perhaps more theoretically fruit-
ful. Empirically, there are always many possible ways to arrange an arms, trade,
financial or environmental treaty, and before states can cooperate to enforce an
agreement they must bargain to decide which one to implement. Thus, regardless
of the substantive domain, problems of international cooperation involve first a
bargaining problem (akin to the various coordination games that have been stud-
ied) and next an enforcement problem (akin to a Prisoners’ Dilemma game).*

More specifically, Fearon models international cooperation as a two-stage
game in which states first agree on the terms of cooperation, and then estab-
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lish any monitoring and sanctioning provisions necessary for enforcement.
Linking these two stages into a single game provides useful insights into the
significant challenges of successful international cooperation. For example, he
demonstrates, a long “shadow of the future” can lessen problems of enforce-
ment, by reassuring the players that the game is an iterated one and that com-
pliance will be rewarded and noncompliance punished over the long haul. By
the same token, however, a long shadow of the future can exacerbate distribu-
tive conflicts: If states know that the rules and standards they adopt will bind
them and their successors for many years to come, they will have a greater
incentive to bargain hard and to hold out for their preferred standard, know-
ing that it will shape the patterns of gains and losses well into the future.*
Put differently—and in stark contrast to the socialization and deliberation
hypotheses of the constructivist literature presented in Chapter 3—we should
expect states that are highly interdependent and embedded in stable inter-
national regimes to bargain harder and more obstinately, if and insofar as
those states face distributive conflicts and expect the results of their negotia-
tions to influence outcomes well into the future. Such has been the case in the
GMO context in which bargaining over the terms of cooperation in Codex,
for example, have been adversely affected by the enforcement mechanisms
under the WTO. The impact of distributive conflict on regime outcomes will
nonetheless vary in relation to a number of factors including the issue area
and type of game at stake.

Third, the setting of international standards, as for GM foods and crops, is par-
ticularly prone to distributive conflicts, and international standard setting can and
should be theorized as a coordination game that often creates incentives for parties
to engage in strategic bargaining. Some standard-setting negotiations may take
the form of a “pure coordination” game, in which the various participants
are entirely indifferent among the possible standards to be adopted: indeed
the constructivist or “world society” literature depicts international stand-
ard-setting as an essentially technocratic and deliberative process in which
calculations of interest and power recede into the background.*! However, as
Walter Mattli and Tim Biithe have argued convincingly, almost any potential
international standard is likely to have varying distributive implications for
states and firms, and so we can expect actors to attempt to “export” their
domestic standards to the international level, minimizing their adaptation
costs, while their trading partners and competitors are forced to adapt and
adjust to a new and different standard.*?

Whether such standardization negotiations are, strictly speaking, Battle
of the Sexes games is open to question. For example, if a particular state or
private firm faces sufficiently high costs of adjusting to a new international
standard, it might prefer to block a common standard rather than accept
coordination on a standard that leaves it at a substantial disadvantage vis-a-vis
its competitors, resulting not in a Battle of the Sexes game but in Deadlock.*
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Indeed, as we shall see, the clash of starkly different US and EU positions
has frequently resulted in blockages and failures to reach agreement within
the various regimes where that conflict has played out. In an economically
interdependent world, however, even the US and EU cannot ignore a stand-
ard being adopted by a critical mass of states within a regime, complicating a
negotiator’s calculations as to her position. Our case studies thus show inten-
sive and ongoing US and EU engagement over standards in multiple regimes.
More generally, however, as Fearon rightly suggests, the significant issue is
not the specification of a particular 2 x 2 game for each negotiation (which we
will see are sometimes issue-specific within a particular regime), but the fact
that international standards can have significant distributive implications,
creating potential winners and losers, providing all players with incentives to
engage in strategic bargaining, and sharply discouraging any attempt at open,
deliberative decision-making. Negotiating environmental, health, and safety
standards, where they have significant trade implications, can be particularly
difficult because of the distributive stakes, as we will see.**

Fourth and finally, distributive conflict affects the use of information, and reduces
the prospects for deliberative decision-making in regimes. In an insightful article,
James Morrow notes that international cooperation is plagued not only by
problems of monitoring and sanctioning, as emphasized in PD models, but
also by problems of distribution and information. As Morrow argues, any
Battle of the Sexes scenario creates two interlinked problems over which the
players must cooperate to solve:

The first is the problem of distribution: which solution will actors adopt in the
face of divergent preferences over the possible solutions? The second is the prob-
lem of information: is there a solution that best suits all of them and if so, which
solution? Because each actor has some, but not perfect information on the value
of different solutions, all actors have a joint incentive to pool their information
to determine whether they agree that one solution is preferable to another. These
two problems work against one another. Distributional problems create incen-
tives to misrepresent one’s private information in the hope of gaining what is
likely to be a more favorable solution; yet, the actors require accurate communi-
cation messages to solve an informational problem.*

This inherent tension between distributional and informational problems,
Morrow argues, creates a trade-off: States can solve one or the other of these
problems, he suggests, but they cannot solve both simultaneously. Just as
importantly, the greater the distributional conflict between the players, the
greater the incentive for both players to misrepresent information rather than
sending truthful signals to their negotiating partners.*

Morrow’s findings, although derived from a formal model of international
cooperation, dovetail with some constructivist accounts of deliberation
(reviewed in Chapter 3). Coming from different starting points, both agree
that the presence of distributive conflict, and the salience of power relation-
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ships among participants, increases the incentives for actors to bargain hard
and treat information strategically, and hence decreases the likelihood of
deliberative decision-making in international politics. Hence, to the extent
that international cooperation is characterized by distributive conflicts, the
prospects for deliberative decision-making are dramatically worsened. Actors
in such contexts will tend to deploy information strategically to advance their
preferred policy outcomes, as opposed to being transparent in common pur-
suit of better policy.

In the case of agricultural biotechnology, we show in this chapter that the
negotiation of international standards for the regulation of GM food and feed
is indeed characterized by stark distributive conflict between the world’s two
major economic powers, and by an effort by both sides to export their domes-
tic standards to the international level and shift the burden of economic and
political adjustment to the other side. On the US side, as we shall see, the
government, farmers, and biotech firms have been concerned that overly rigid
or protectionist EU standards have already damaged US economic interests,
and they fear the spread of those standards to additional countries, which
would further shrink the potential market for GM foods and crops. For this
reason, US officials have consistently attempted to export their own, more
permissive, and “science-based” approach to the various international regimes
promulgating biotech standards, while at the same time seeking to under-
mine the adoption and application of EU standards, both diplomatically and
through the threat of WTO litigation.

On the European side, EU representatives begin with a domestic regulatory
system that is highly restrictive of GM foods and crops and fear the impos-
ition of a US-style global standard that could leave EU farmers and biotech
firms at a relative disadvantage, subject the EU to potential environmental
and food-safety risks, and subject EU and national politicians to substantial
political costs associated with changing EU regulation in the face of strong
anti-GMO public sentiment. As we shall see throughout this chapter, therefore,
EU representatives have consistently attempted to export the Union’s more
precautionary approach to the global level, while at the same time safeguard-
ing the EU regulatory system from legal challenge under the WTO. Indeed,
this EU effort to export its own standards is part of a broader and more explicit
strategy promulgated by the European Commission to “promot[e] European
standards internationally through international organization and bilateral
agreements,” which, the Commission argues, “works to the advantage of those
already geared up to meet those standards.”#

In sum, although the US and the EU share a common interest in avoiding
a global trade war over the regulation and marketing of GMOs (and over non-
tariff barriers in the form of environmental and health regulations generally),
they have differed sharply in their preferred terms for a solution in this case.
The US prefers what it terms a “science-based” approach that leads to liberalized
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trade in GM seeds and foods, and the EU prefers a “precautionary” one that is
more restrictive of trade. Each believes that adapting to the other’s approach
will impose significant economic and political costs on it. Under these circum-
stances, we expect each side—the US and the EU—to attempt to export its own
model to the international level, using positive and negative issue-linkages to
influence the positions of other states, and we expect them to rely less on delib-
erative decision-making and more on bargaining from fixed positions.

4.1.4. A second obstacle: The challenge of regime complexes
and the fragmentation of international law

This brings us to a second challenge to traditional regime theory, one that
suggests that a proliferation of regimes may not lead to joint problem-solving,
convergence, or accommodation, but rather to tensions, inconsistencies, and
conflicts among the various regimes. From the beginning, regime theorists
have acknowledged a multiplicity of regimes designed to deal with different
issues: indeed, the classic definition of regimes, offered by Krasner, identifies
regimes as “principals, norms, rules and decision-making procedures around
which actor expectations converge in a given issue-area.”*® Yet an increasing
number of real-world problems—including agricultural biotech regulation—
do not fall neatly within the jurisdiction of a single regime, but rather lie
at the intersection of multiple regimes. These overlapping regimes result in
a regime complex, which Raustiala and Victor have defined as: “an array of
partially overlapping and nonhierarchical institutions governing a particular
issue-area.” As they state,

Regime complexes are marked by the existence of several legal agreements that
are created and maintained in distinct fora with participation of different sets of
actors. The rules in these elemental regimes functionally overlap, yet there is no
agreed upon hierarchy for resolving conflicts between rules. Disaggregated deci-
sion making in the international legal system means that agreements reached in
one forum do not automatically extend to, or clearly trump, agreements devel-
oped in other forums.*

Decision-making in these regime complexes is characterized by several distinc-
tive features, of which we emphasize three. First, negotiations in a given regime
will not begin with a blank slate, but will typically demonstrate “path depend-
ence,” taking into account the developments in related international regimes.

Second, individual states, responding to domestic political contexts and
seeking to advance their interests, will engage in “forum-shopping,” select-
ing particular regimes that are most likely to support their preferred out-
comes. More specifically, states will select regimes based on characteristics
such as their membership (e.g., restricted or universal), voting rules (e.g.,
one-state-one-vote vs. weighted voting, and consensus vs. majority voting),
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institutional characteristics (e.g., presence or absence of dispute-settlement
procedures), substantive focus (e.g., trade or environment or food safety), and
predominant functional representation (e.g., by trade or environment or agri-
cultural ministries), each of which might be expected to influence substantive
outcomes in more or less predictable ways.>°

Third, the dense array of institutions in a given regime complex will create
legal inconsistencies among them. States will respond to these inconsistencies
with efforts either to demarcate clear boundaries among various regimes or to
assert the primacy or hierarchy of one regime over the others, in reflection of a
state’s substantive preferences. States will engage in “strategic inconsistency,”
attempting through one regime to create conflict or inconsistency in another
in the hopes of shifting the understanding or actual adaptation of the rules
in that other regime in a particular direction.”! Powerful states are likely to be
particularly adept at such forum-shopping.s?

Raustiala and Victor's empirical analysis focuses on the issue of plant
genetic resources, which they argue exists at the intersection of intellectual
property, environmental protection, agriculture, and trade. In a similar fash-
ion, the regulation of agricultural biotechnology is subject to a regime com-
plex, including regimes addressing trade, environmental protection, food
safety, and agriculture, among other issue-areas. Within this regime complex
we find that the expected characteristics of path-dependence, forum-shop-
ping, and legal inconsistency arise.

The political science analysis of overlapping regimes is complemented by
a growing legal literature about the “pluralism” and “fragmentation” of inter-
national law.>* In 2000, for example, the International Law Commission (ILC)
included the topic “Risks ensuing from the fragmentation of international
law” into its work program, and in 2002, it created a Study Group to make
recommendations concerning the topic, renamed “Fragmentation of inter-
national law: difficulties arising from the diversification and expansion of
international law.”** For many international lawyers, the result of such frag-
mentation is legal uncertainty and potential conflict between international
legal regimes.> As the 2006 ILC report states:

[W]hat once appeared to be governed by “general international law” has become
the field of operation for such specialist systems as “trade law,” “human rights
law,” “environmental law,” “law of the sea,” “European law”... each possess-
ing their own principles and institutions. The problem, as lawyers have seen it,
is that such specialized law-making and institution-building tends to take place
with relative ignorance of legislative and institutional activities in the adjoining
fields and of the general principles and practices of international law. The result
is conflicts between rules or rule-systems, deviating institutional practices and,
possibly, the loss of an overall perspective on the law.>

Scholars disagree regarding the causes of such fragmentation and whether
fragmentation is positive or negative for international law, but they largely
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concur on its development.’” Many legal scholars view this development as
a manifestation of the rise of a global legal pluralism, which refers to “the
presence in a social field of more than one legal order.”*® As a theory or ana-
lytic framework, legal pluralism differs from much of regime theory in that it
challenges monist conceptions of the state and of state interests and rather
emphasizes the interaction between distinct normative orders—state and
non-state—while de-emphasizing the role of formal texts. In this sense, legal
pluralism has a “radically heterogeneous” conception of law and social order,
taking a post-modernist constructivist orientation that focuses on social diver-
sity and informality more than on formal rules and hierarchic authority.> As
Francis Snyder writes, “the various sites [for governing globalization, whether
public or private, domestic, regional or international] are not all necessarily
hierarchically ordered in relation to each other. Instead, they demonstrate
many other types of interrelationships, sometimes hierarchical, sometimes
not, sometimes competing, sometimes collaborative.”®

Although legal pluralism and theories of regime complexes have quite dif-
ferent starting points, in particular regarding their conceptions of the role of
states, they both raise the question of how legal regimes interact and poten-
tially constrain one another where there is no central authority. As Roderick
Macdonald writes from a legal pluralist perspective, “[d]ifferent legal regimes
are in constant interaction, mutually influencing the emergence of each
others’ rules, processes and institutions.”®! These regimes are not “self-con-
tained,”®* in a way that some legal commentators fear, but rather exercise
normative pressure on each other, as we will demonstrate below. Lines of com-
munication between regimes exist, but, crucially, there is no hierarchy impos-
ing a particular discipline. We are particularly interested in the interaction of
“harder” and “softer” forms of international law within a regime complex,
which calls into question much of the previous theorizing about them.

4.1.5. Regime complexes and the interaction of international
hard and soft law

Legalization in international politics has been defined, in formal terms, as
consisting of a spectrum of three factors: (i) precision of rules; (ii) authority
or obligation of rules; and (iii) delegation to a third-party decision-maker.
International regimes vary in the extent of their legalization along these
dimensions, which can give them a “harder” or “softer” legal character. In this
respect, hard law “refers to legally binding obligations that are precise (or can
be made precise through adjudication or the issuance of detailed regulations)
and that delegate authority for interpreting and implementing the law.”%

As an institutional form, hard law features many advantages, allowing
states to commit themselves credibly to international agreements, monitor
and enforce such agreements, and solve problems of incomplete contract-
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ing.®s Yet hard law also entails significant costs, restricting the behavior of
states, infringing on national sovereignty in potentially sensitive areas, and
encouraging states to bargain fiercely and at length in light of the ongoing
and legally binding commitments into which they are entering.

In contrast with this ideal-type of hard law, soft law is often defined as a
residual category: “The realm of ‘soft law’ begins once legal arrangements are
weakened along one or more of the dimensions of obligation, precision and
delegation.”® Hard and soft law, therefore, are not binary categories but can
be arrayed on a continuum, and “soft law” agreements can feature varying
degrees of obligation, precision, and delegation—they need not, that is, be
uniformly low on all three counts.

Soft law agreements have obvious disadvantages, in that they create little
or no legal obligation and provide no third-party dispute settlement to resolve
disputes among the parties and fill in the details of incomplete contracts. For
this reason, soft law is viewed by many scholars as a second-best alternative to
hard law, either as a way-station on the way to hard law or as a fall-back when
hard-law approaches fail.®” Defenders of soft law, however, argue that soft-
law agreements offer significant offsetting advantages compared to hard law,
in that they are often easier to negotiate; impose lower “sovereignty costs”
on states in sensitive areas; provide greater flexibility for states to cope with
uncertainty and learn over time; and allow states to be more ambitious and
engage in “deeper” cooperation than they would if they had to worry about
enforcement.® For this reason, a growing number of scholars in law and polit-
ical science have advocated a pragmatic approach, selecting hard-and soft-law
approaches depending on the characteristics of the issue in question.

Although those with constructivist leanings may question this positivist
characterization of law, because it distracts from how law operates norma-
tively,® we find this conceptualization to be useful to make a central point
about how legal regimes with different characteristics affect each other within
a regime complex. Our primary interest here is not in the respective advan-
tages and disadvantages of these characteristics encapsulated by the terms
hard and soft law, which have been well examined elsewhere, nor do we wish
here to enter into the academic debate as to whether soft law (or for that mat-
ter international law) actually constitutes “law.””’® We focus, instead, on the
coexistence and interactions among regimes with hard-law and soft-law char-
acteristics in the regime complex for agricultural biotechnology.

While the respective costs and benefits of hard and soft law remain a
subject of contention, both legal and political science scholars have moved
increasingly toward a view that “soft” and “hard” international law can build
upon each other as complementary tools for transnational problem-solving,
with soft law serving either as a way-station to hard law or as an alternative
where hard-law options are unavailable.”! Dinah Shelton, for example, exam-
ines how “combinations [of hard and soft law] may be essential to achieve
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specific goals.””? Similarly, a leading US international law casebook addresses
in its introduction to soft law how “treaties and state practice [i.e., binding
hard law] give rise to soft law that supplements and advances treaty and cus-
tomary norms;... [while] soft-law instruments are consciously used to gener-
ate support for the promulgation of treaties or to help generate customary
international law norms [i.e., binding hard law].””3

By contrast, we demonstrate how hard and soft laws are not necessarily
mutually supportive, but rather can counteract and undermine each other
when multiple regimes with different functional orientations overlap. As we
shall see, the regime complex for agricultural biotechnology comprises both
soft-law regimes, including the non-binding guidelines and recommenda-
tions issued by the OECD and Codex, alongside hard-law regimes such as
the Cartagena Biosafety Protocol and the WTO, the latter of which combines
relatively detailed, legally binding rules with a particularly strong system of
third-party dispute settlement to interpret and enforce them. Simplifying
somewhat, we argue that the coexistence of these hard and soft-law regimes
has led to some “hardening” of the soft-law regimes like Codex, and to some
“softening” (and more flexibility and less predictability) of the hard-law WTO
dispute-settlement system. More precisely, we contend that the OECD and
especially Codex have lost some of their traditional advantages as soft-law
regimes, growing more contentious, more difficult, and less deliberative over
time because states are concerned about how these regimes’ decisions can be
used in the hard-law WTO dispute-settlement system. By contrast, the quinte-
ssential hard-law regime of the WTO dispute-settlement system has been
softened somewhat, as panelists and Appellate Body members need to take
into account not only political pressures from the member states, but also the
growing overlaps, tensions, and conflicts between the WTO legal order and
the provisions—both hard and soft—of neighboring international regimes.

4.1.6. Two final theoretical points

Before we move to the specific regimes at issue, we make two final points in
an effort to use our empirical work to advance theorizing on the prospects
and limits of international cooperation. First, the two challenges to international
regulatory cooperation that we have identified—distributive conflict and fragmented
regime complexes—do not operate in isolation but interact and build on each other,
making cooperation still more difficult. Where existing regimes have distinctive
implications for substantive outcomes on a given issue, distributive conflicts
encourage states to engage in forum-shopping among the various regimes avail-
able, seeking to negotiate or litigate in the regime most likely to secure their
preferred outcome. These distributive conflicts create incentives to strengthen
existing international regimes that are more receptive to a state’s position and
to undermine those that are not. Where an existing regime complex is un-
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favorable, a state may attempt to create a new countervailing regime to support
its position and change the status quo. We see powerful states, in particular,
well-positioned to use these strategies, as Benvenisti and Downs have pointed
out.”* As we will show, the distributive conflict between the US and EU over
the terms of international regulation pertaining to GMOs has provided each
side with an incentive to forum-shop among regimes within the regime com-
plex, with the US finding the WTO and OECD to be more favorable venues.
We will further see the EU deploy the strategy of creating a new countervailing
regime in its entrepreneurial role behind the 2002 Biosafety Protocol.

Second, and finally, building from our two-level game approach introduced
in Chapter 2, domestic politics within states also affect international regime devel-
opments. In Chapter 6, we will address the impact that international regime
developments have had within the US and EU respectively, including through
their provision of tools for constituencies in domestic political and legal strug-
gles. Here, in contrast, we note how politics within states reciprocally affects
developments within a regime complex. In both the US and the EU, the regu-
lation of GM foods and crops is a responsibility shared and disputed among
multiple agencies, ministries, Directorates-General, and levels of government,
which respectively have primary responsibility for different issues, such as the
environment, food safety, agriculture, and trade. In practice, as our interview-
ees have repeatedly pointed out, particular ministries, agencies, and DGs favor
developments in one regime over another, which would provide them with
more authority in domestic arenas or produce outcomes closer to their own
preferences.” Indeed, our research into the workings of various international
regimes reveals domestic turf wars among ministries, because international
developments affect their relative power domestically. Environmental min-
istries took the lead in the Biosafety Protocol, which, in turn, has resulted in
new national legislation around the world which has granted environmental
ministries new domestic regulatory authority. These developments have some-
times upset their colleagues in agricultural ministries, because the Protocol
affects matters within that ministry’s traditional domain, and, in particular,
the control of the entry of pests and the support of agricultural exports. As
one US agricultural ministry official states, “the problem is that countries are
not monolithic. When the Biosafety Protocol was negotiated, the agricultural
ministries were largely absent either by design or by default.””¢

Conversely, ministries of agriculture can bolster their authority domestically
through their participation in organizations in which they play dominant roles
such as the Food and Agricultural Organization (FAO), International Plant
Protection Convention (IPPC), and World Organization for Animal Health
(OIE) that we examine below. IPPC officials, for example, have spoken against
the adoption of a new international standard for pest risk analysis under the
Biosafety Protocol, because it may conflict with the existing one under the
IPPC, which responds to agricultural ministries.”” Trade authorities likewise
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can use WTO processes to accomplish domestic regulatory goals, as can pri-
vate actors, including multinational corporate ones, who are often behind
WTO legal cases.”® Non-governmental organizations also play this game, with
environmental NGOs favoring the Biosafety Protocol since it can give rise to
new environmental regulation, both internationally and nationally.” In each
case, these various players see the respective secretariats of these international
organizations as potential allies. In the words of one international bureaucrat,
secretariats often “fight for their organization to be more influential and gain
resources.”®® The choice among international regimes, therefore, as well as the
interactions of regimes within a regime complex, is shaped in important ways
by domestic bureaucratic politics, as we shall see presently.

4.2. Multilateral regimes and agricultural biotechnology
regulation: Four case studies

In the rest of this chapter, we examine the record of international cooperation
on agricultural biotechnology in four overlapping multilateral regimes that
have played primary roles in the creation of standards and rules applying to
agricultural biotechnology and that vary in their “hard” and “soft” law char-
acteristics: the OECD (cross-sectoral, but limited to advanced industrialized
democracies), the WTO (trade), the CBD and its Biosafety Protocol (environ-
ment), and the Codex Alimentarius Commission (food safety standards). On
the whole, we argue, efforts at multilateral cooperation in the regulation of
GM foods and crops have been characterized by the dual problems of dis-
tributive conflict (which has provided each side with an incentive to export
its domestic system through hardball bargaining, rather than engage in a
deliberative search for the “best” system) and regime complexes (which have
provided each side with an incentive to forum-shop and to create strategic
inconsistencies among regimes).

Interestingly, we do find some evidence of deliberative decision-making
in some multilateral regimes, particularly within the OECD and to a lesser
extent within Codex. As many proponents of deliberation readily concede,
however, such decision-making practices thrive only under certain, restrictive
conditions. In the case of agricultural biotechnology, we demonstrate, nego-
tiators in the OECD and the Codex have been able to engage in some amount
of deliberative, technically oriented decision-making, but only under certain
conditions. More precisely, US, EU and other officials have been most likely to
engage in real deliberation where the negotiations focus on scientific issues
of risk assessment (as opposed to the more political question of risk manage-
ment), where the negotiators involved are themselves representative of scien-
tific and technical departments or ministries, and where these deliberations
are insulated both from domestic public opinion and from entanglement in
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trade disputes under WTO law. By and large, these conditions have been satis-
fied within the OECD, and within the Codex except where the latter system
was linked to potential disputes under WTO law, such as the US/EU ongoing
dispute over GMOs, and we find some evidence of deliberative decision-mak-
ing in these cases.

By contrast, however, where the subject has turned from risk assessment to
risk management, where trade negotiators have been included in national dele-
gations, and where negotiators have been constrained by an attentive public
opinion or by linkages to WTO law and dispute resolution, negotiators have
reverted to a clear “logic of consequentiality,” reflecting the clear distributive
stakes of the conflict for policy-makers and for key constituencies in Europe
and the US. Within each of these regimes, we show that the US has sought
to promote its more “science-based” approach to biotechnology regulation,
while the EU has sought to secure international recognition for its regula-
tory approach and, in particular, for its interpretation of the precautionary
principle. The result in each case has been a series of untidy compromises, rep-
resenting not a deliberative consensus on the best policy but a series of care-
fully negotiated bargains allowing each side to claim partial victory without
resolving the fundamental issues in dispute.

Moreover, within the complex of regimes relevant to the regulation of
GM foods and crops, both the EU and the US have engaged in systematic
forum-shopping, pressing their cases in those regimes most receptive to their
respective views, and seeking to ensure the hierarchical dominance of their
preferred regimes. Thus, as we shall see, the US has demonstrated a particular
preference for reference to, and dispute resolution in, the WTO, whose legal
provisions most closely support its views, while the EU has pressed its case
most energetically within the CBD, whose environmental mandate, promoted
by representatives of environmental ministries, has been most receptive to the
Union’s precautionary approach. These efforts, have, in many cases, resulted
in potential legal inconsistencies among the various regimes (reflecting, for
example, different issue-areas or different memberships), with no clear hier-
archy among the various regimes or the standards they establish.

Of course, many other international organizations have assumed some role
in overseeing and pronouncing on agricultural biotechnology in light of the
multi-sectoral issues at stake and the publicity and political confrontations that
have arisen over ongoing technological developments.?! These organizations
include, to name a few, the FAO,® the World Health Organization (WHO), the
International Plant Protection Convention (IPPC), the World Organization for
Animal Health (OIE), the United Nations Environmental Programme (UNEP),??
the International Standards Organization,® the UN Educational Scientific
and Cultural Organization (UNESCO), the UN Industrial Development
Organization (UNIDO),® the UN Economic Commission for Europe (ECE) and
other regional UN commissions, the International Programme on Chemical
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Safety (IPCS), the International Labour Organization (ILO), the World Bank,
the Consultative Group for International Agricultural Research (CGIAR),%¢ the
International Centre for Genetic Engineering and Biotechnology (ICGEB),
and the International Council of Scientific Unions (ICSU). The FAO, for exam-
ple, boldly issued its 2003-04 report on The State of Food and Agriculture to
address, in the words of its subtitle, Agricultural Biotechnology: Meeting the Needs
of the Poor? The report examined and assessed the state of knowledge of the
benefits and safety record of adopted agricultural biotech varieties in develop-
ing countries, providing potential impetus and political cover for developing
country governments to explore their adoption. As we will examine further in
Chapter 7, much of the conflict between US and EU approaches to agricultural
biotechnology will play out in the ministries, fields and markets in develop-
ing countries, with the larger countries such as Brazil, China and India taking
the lead.?’

The conflicts among US, European, and increasingly other states have been
repeated in these overlapping fora, only further demonstrating the challenge
of international cooperation in a world of multiple international institutions
with their proliferating committees, working groups, task forces, and expert
consultation publications. There are many fora to “shop,” creating challenges
for even the most well-resourced states and regional organizations, such as the
US and EU. Where negotiations have remained narrowly focused on technical
issues such as risk assessment, these organizations have been able to produce
consensus documents based on a relatively deliberative approach, as we will
show regarding the OECD and Codex. However, in all fora, including in the
OECD and Codex, once issues have shifted toward policy such as the “legiti-
mate factors” to take into account in “risk management” or the labeling of
products derived from agricultural biotechnology, parties turned to hard bar-
gaining from fixed positions, resulting in either no consensus between the US
and European positions or compromise language that provides little practical
guidance for decision-makers or the public.

4.2.1. The OECD and biotech: A node for networks

The OECD is an international organization based in Paris which facilitates
policy harmonization primarily through soft law mechanisms and consensus
decision-making. It was one of the first international organizations to play
a major role in attempting to harmonize approaches to agricultural biotech
regulation. In this way, it was a locus for transatlantic regulatory networks in
this area.®

The OECD is the successor to the Organization for European Economic
Cooperation (OEEC), which was created in 1948 to promote economic cooper-
ation, distribute funds, and help to coordinate the reconstruction of Europe as
part of the Marshall Plan. In 1961, the organization changed its name to the
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OECD, and it has gradually expanded its membership to thirty countries today,
which represent the most developed countries, complemented by a growing
number of observer nations. The OECD Council acts as the central body made
up of one representative from each member country and one from the EU. The
OECD has a secretariat of around 700 professional staff divided into different
functional directorates, and the organization itself works through functional
committees that bring together relevant officials from the OECD’s members.®
“In all there are approximately two hundred committees, working groups and
expert groups, involving the combined participation of thousands of senior
officials from member-country governments.”?°

Although international treaties are sometimes negotiated under the OECD'’s
auspices,”! the OECD has been most effective in operating as a high-powered
think tank for developed countries, providing information and analysis to
help them implement and coordinate more effective national polices in a wide
variety of areas including economic policy, labor policy, environmental policy,
and the development of science and technology. In this capacity, it “has acted
as a policy coordinator, information broker, and forum for policy learning in
the emerging field of biotechnology.”?> Indeed, the OECD has been held up by
many scholars as an ideal-typical case of deliberative decision-making and as
the model for the EU’s own Open Method of Coordination. As James Salzman
writes, “In the little that has been written on the OECD, it is often held up
as a prime example of an organization that operates on the basis of coop-
eration and informal networks, relying on ‘soft law’—recommendations and
guidelines—rather than hard rules.”?® Indeed, the OECD has issued a number
of important recommendations, guidelines, and other consensus documents
regarding agricultural biotechnology.

The OECD secretariat has followed biotechnology since the technology’s
earliest days but has been particularly active since the early 1980s, playing an
important coordinating, brokering, and information-providing role. At the
beginning, when application and commercialization of the science lay in the
distant future, the OECD'’s Directorate for Science, Technology and Industry
took the exclusive lead. However, as the technology moved toward appli-
cation and commercialization, an increasing number of OECD committees
became involved in light of the cross-cutting nature of biotechnology issues,
including the Environment Committee, Industry Committee, the Committee
for Agriculture and the Trade Committee.”* In order “to facilitate co-opera-
tion” regarding biotechnology issues between OECD Directorates that service
these committees, the OECD created an Internal Coordination Group for
Biotechnology (ICGB) in 1993, which meets three to five times a year.”® The
ICGB publishes the Biotechnology Update newsletter, which provides up-to-date
information on the OECD'’s activities in this field.

The OECD has developed important guidelines for biotech policy over the
last several decades, as regards both environmental protection and food safety.
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It created a Committee for Science and Technology Policy in 1972 prior to the
famous Asilomar meeting (of 1975) and the committee’s secretariat identified
genetic research as an area that it should pursue. It was not, however, until
1981 that the committee added biotechnology to its work program. Once it
did, the OECD began to play an important global role. In 1982, for example,
the OECD issued a broad report on scientific trends in biotechnology and their
policy implications, which spurred the committee to follow-up on the issues
of biotech safety, patent protection, R&D, and the technology’s long-term eco-
nomic effects.’® In 1986, the committee issued its “Blue Book” on Recombinant
DNA Safety Considerations, adopted by the OECD Council as arecommendation,
constituting, in Cantley’s words, “a first step in the harmonization process of
safety principles and practices among the Member countries of the OECD.”%”
In the early 1990s, the OECD’s Group of National Experts developed a set of
“Good Developmental Principles” (GDPs) “to guide researchers in the design
of small-scale field experiments with genetically modified plants and microor-
ganisms.”?® The result was a new 1992 OECD publication, Safety Considerations
for Biotechnology, which established separate good development principles for
plants and microorganisms and specifically addressed environmental safety.
These GDPs were later adopted by OECD member nations.

The OECD Directorate for Science, Technology and Industry, working with
the Environment Directorate, then turned to developing guiding principles
for large-scale releases of GMOs, covering plants, microorganisms, and ani-
mals, which led to a series of reports. In 1993, the OECD published Safety
Considerations for Biotechnology: Scale-up of Crop Plants which publicized the
concept of “familiarity” which would become important for the work of the
Codex Alimentarius Commission. The concept “is based on the fact that most
genetically engineered organisms are developed from organisms such as crop
plants whose biology is well understood.” The idea is to facilitate the ability of
risk assessors to draw on such knowledge and experience when evaluating the
introduction of GM plants and microorganisms into the environment.”

The Working Group on Harmonization of Regulatory Oversight in
Biotechnology, established in 1995 when the approval of the first commer-
cialization of GM crops was being considered, continues work in this area.
It has since published twenty-nine consensus documents, with others under
development, regarding the biology and introduced traits of specific GM var-
ieties, including wheat, rice, canola, soybean, and maize, among others.'®
Its primary goal is “to ensure that the information used in risk/safety assess-
ments, as well as the methods used to collect such information, are as similar
as possible.”!! One or two OECD members typically take the lead in prepar-
ing a first draft of the document which is then brought to the full working
group. Through creating a common understanding of the host plants and
introduced traits at issue, it can ease the process for companies preparing files
for a risk assessment, reduce costs by avoiding duplicative work, and help to
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facilitate dialogue if there are any divergent findings in the actual assessment.
The Working Group is now expanding its work to study the molecular char-
acteristics of the genes inserted and the impact of the receiving environment
on the risks posed.

The Working Group, which focuses on environmental impacts, is comple-
mented by an OECD Task Force for the Safety of Novel Foods and Feeds, which
focuses on food and feed safety. The Task Force was created in 1999 and builds
from the previous work of an Ad Hoc Group of National Experts.'% It consists
of “individuals nominated by the governments of OECD Member countries
[who,] for the most part, ...work in ministries or agencies with responsibility
for ensuring the safety of...genetically modified foods and feeds.”!®® Other
international organizations contribute to the Task Force’s work, including
the FAO and the WHO.!* The main OECD achievement in the area of food
safety was the 1993 “Green Book,” Safety Evaluation of Foods Derived by Modern
Biotechnology—Concepts and Principles. This publication developed the concept
of “substantial equivalence,”’® which, as we saw in Chapter 2, was incorp-
orated in different ways into both US and EU regulatory policy and in particular
the EU Novel Foods Regulation. The concept creates a common baseline—that
of the conventional counterpart—against which the food safety risks of a GM
variety can be assessed. The concept was also subsequently adopted at the
international level, including in the Codex Alimentarius Commission’s 2003
Principles for the Risk Analysis of Foods Derived From Modern Biotechnology.'¢ The
OECD continued to develop the concept, confirming in 1997 that “the deter-
mination of substantial equivalence provides equal or increased assurance of
the safety of foods derived from genetically modified plants, as compared with
foods derived through conventional methods.”'’

Building on this work, the Task Force has likewise published eleven “con-
sensus guidance documents,” with others under development, regarding the
characteristics of specific GM varieties. These documents are again used to
help national and international practitioners assessing the safety of GMO
food and feed in a common manner, applying the concept of “substantial
equivalence.”1”® More recently, some leading developing countries, such as
Brazil, China, India, Thailand, and South Africa have participated in the Task
Force. Thailand and South Africa, for example, have taken the lead in prepar-
ing the first draft of OECD consensus documents, with the assistance of the
US, regarding risk assessments of GM varieties of interest to them, such as
papaya and cassava.'”

The OECD’s work can be viewed as a successful application of deliberation
to reach common conclusions that can, in turn, operate as a form of “soft
law” guidelines for national implementation. In this way, the organization
exemplifies the role of global transgovernmental networks and the hope of
policy-making through the logics of appropriateness and argument, as put for-
ward by Habermas, Risse and others. In fact, in commenting on our theoretical
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discussion of deliberation through networks in Chapter 3, a former official at
OECD wrote in the margins, “[w]hat is described here sounds very similar to
the working practice of the OECD since many decades.”'® As Cantley writes
regarding the OECD’s work in the early and mid-1980s on biotechnology,
“although consensus was difficult to achieve, given wide divergences both in
the perceptions of risk in biotechnology, and in the state of scientific develop-
ment in different Member counties, there remained a persistent and common
interest in mutual learning and a willingness to compromise.”'! As he further
states regarding the OECD'’s earlier Ad Hoc Group of National Experts on Safety
and Biotechnology, “[t|he government representatives in the group came from
a number of different government ministries and agencies, all having some
direct interest in biotechnology safety; science and technology, environment,
public health, government and others. Thus, the main task, but also the chief
difficulty, of the group was to reconcile the different perspectives of these agen-
cies and to promote an interdepartmental approach—as well, obviously, as an
international one.”''? In this regard, he finds the networks to have been suc-
cessful in deriving and promulgating policy guidelines and principles, based
on shared understandings and assessments of the state of the science, which
national governments could implement, potentially leading to overall harmon-
ization of policies ensuring worker, consumer, and environmental safety.

The main constraint, however, has been the politicization of the issues in
Europe, which resulted in the EU forsaking the OECD'’s earlier guidelines. The
OECD'’s 1986 Blue Book, for example, concluded:

® any risks raised by rDNA organisms are expected to be of the same nature
as those associated with conventional organisms. Such risks may, there-
fore, be assessed in generally the same way as non-recombinant DNA
organisms...

¢ there is no scientific basis for specific legislation to regulate the use of
recombinant DNA organisms.

Scientists and other experts within the European Commission'’s Directorate-
General for Science, Research and Development pointed to these principles
in attempting to forestall what they viewed as unnecessary, technology-
stigmatizing, GM-specific EU legislation. As we know, however, the EU’s DG
Environment, working with the Council and Parliament, went the other way.
As the issues became increasingly salient in European politics, the OECD’s
influence, based on deliberation among experts from different policy domains,
waned. As one former member of the Commission who also worked in and
with the OECD laments,

once “GM” had been politicized as a category, and had become the basis for pas-

sionately advocated demands for regulation (in particular, by Green political par-
ties and NGOs in Europe), more scientific, technical and sector-specific arguments
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and circles found they were effectively ignored. It was a disheartening, demoraliz-
ing and embittering experience in which to participate as an impotent witness.!

The persistent conflicts between the US and EU over agricultural biotechnol-
ogy have, in short, been replicated in the OECD, affecting its work program.
The studies that the OECD prepares are a function of member demands devel-
oped by consensus, supplemented by ad hoc member funding of specific stud-
ies. To give an example, upon a proposal by the EU, the OECD created and
reported on a survey in 2003 answered by twenty OECD members regarding
their approaches for monitoring, detecting and identifying GMOs (with the
US notably not participating).!'* These national approaches are pursuant to
GM-specific legislation enacted first within the EU and now, as we will see,
pursuant to an international environmental treaty. As the OECD reports,

[t]he project was intended to identify programs/systems that are currently used or
developed to detect or monitor products or organisms. The aim was to appraise
the frameworks of such systems as a foundation to develop potential systems for
the detection/identification of transgenic organisms, and to better understand
the different approaches between member countries.!!s

The survey showed that “many respondents mention that they are working
toward the implementation of the Cartagena Protocol on Biosafety” (cov-
ered below), with “the most striking common ground” being the “new EU
Directive 18/2001” which “will likely prove the most influential initiative
toward the goal of harmonization of regulatory standards and procedures
among European countries.”!'®

In parallel, US officials have attempted to advance their perspectives
through OECD initiatives, repeating the “mantra” that regulation of agricul-
tural biotech should be “science-based,” and that “there is no scientific basis
for specific legislation to regulate the use of recombinant DNA organisms,”
such as by reference to this language from the 1986 OECD Blue Book."” In
2007, the US pushed for a new initiative in the OECD Working Group regard-
ing the treatment of “low-level presence” of transgenic varieties in bulk ship-
ments, in parallel with a new initiative it provided in the Codex Alimentarius
Commission, as we will see below.!"® Through these multilateral initiatives,
the US is attempting to create pressure for the EU to change (or otherwise
soften the impact of) the EU’s zero-tolerance thresholds for varieties that have
been approved in foreign markets but not yet in the EU, even where the EU’s
scientific authority has found the varieties to be safe for human and animal
consumption. This issue is particularly important for the US because of the
impact of the EU’s zero-tolerance thresholds for not only international trading
markets, but also for US approvals for domestic consumption as well, because
of the difficulty and costs of segregating grains, as we will see in Chapter 6.

Although both sides have attempted to use the OECD strategically to
advance their interests, the OECD’s work is nonetheless best viewed as an
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attempt to facilitate harmonized approaches where possible through soft law
mechanisms. The organization continues to develop, compile, and publish
biotechnology-related guidelines, statistics and policy briefs. The Working
Group and Task Force publish “consensus documents” concerning the char-
acteristics of specific GM varieties to facilitate a common approach to their
risk assessment by national and EU regulators, where possible. Regulators may
take different risk management decisions, but the consensus documents at
least permit them to do so based on common risk assessment understandings
and principles. In 2006, the OECD published a two-volume Safety Assessment
of Transgenic Organisms that included all consensus documents to date, with
the express aim of identifying “elements of scientific information used in the
environmental safety/ risk assessment of transgenic organisms which are com-
mon to OECD member countries... [in order] to encourage information shar-
ing and prevent duplication of effort among countries.”!"

The OECD’s information-gathering function is replicated in the organ-
ization’s BioTrack online database, created in 1995, which holds information
on “biotechnology products tested and approved in member countries.”
Researchers can view this information by searching the database, and the
information can be organized by company and organism.'*® The OECD'’s
website also provides links to an inventory of biotechnology statistics for all
its member countries.'? These statistics include the types of biotechnology
that each nation uses, the tests each performs, and the publications result-
ing from these tests. In 2007, the OECD Biotrack Online programme was
developing a unique identification system for biotech crops which can help
to facilitate application of the Cartagena Protocol and its Biosafety Clearing
House (discussed below). While proponents of agricultural biotechnology
may find the “tracing” of GMOs based on unique identifiers to be a harmful
stigmatization of the technology, the OECD’s technical work nonetheless
can facilitate a harmonized approach that in turn facilitates trade in these
varieties, at least compared to the alternative of no common identification
system.

Finally, the OECD provides informational services aimed to facilitate the
development of agricultural technology. For example, the OECD is working to
facilitate cooperation for the development of biological resource centers (BRCs)
whose primary function is to gather and store information about organisms,
collecting them and maintaining databases regarding their genetic informa-
tion. The OECD maintains that these BRCs are a “vitally important element”
of a “sustainable international scientific infrastructure,” which is meant to
support the delivery of the benefits of biotechnology.'? The OECD Working
Party on Biotechnology, finding that biotechnology “is a key driver for sus-
tainable economic growth,”!?® has advocated the establishment of a Global
Biological Resource Center Network and a framework of common operating
standards to help regulate the BRCs.'**
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The OECD, in short, demonstrates both the promise and the limits of techno-
cratic, deliberative networks of government officials. On the one hand, the
organization, composed of mostly like-minded advanced industrialized coun-
tries and engaging in technical, soft-law analyses, has been a model of delib-
erative decision-making for both scholars and practitioners, including in the
area of biotechnology where its work has proven influential in risk assessment
and in the detection of GM products. On the other hand, however, the limits
of the OECD have also been apparent in two ways. First, the OECD has proven
more harmonious in scientific discussions of risk assessment, while remaining
divided or silent on the more difficult and politicized issues of risk manage-
ment. Second, as we have seen, the OECD has increasingly been riven by the
US-European conflict over how GM seed and crop varieties should be treated.
The US has viewed the OECD as an institutional culture relatively more con-
ducive to its perspectives on agricultural biotechnology, especially compared
to the Biosafety Protocol (addressed below), and it allegedly pushed to further
OECD’s work in response to the Protocol.’ The US wished to ensure continu-
ation of OECD work programs that have, in particular, resulted in consensus
documents for individual GM varieties, including those of interest to non-
OECD developing countries such as Thailand (for papaya) and South Africa
(for cassava). The US has continued to advocate its “science-based” approach
and has referred to OECD documents such as the 1986 Blue Book and 1993
Green Book as evidence of an international call for such an approach. Yet in
light of the considerable divergence in US and European views on such issues
as the definition and application of a “precautionary principle” (discussed
below), this member-driven organization is limited in what it can accomplish.
What it has done more recently in the area of agricultural biotech is to create
consensus documents for risk assessments of specific varieties. Risk manage-
ment decisions, however, remain at the national and EU level where consider-
able differences remain. The other three international organizations that we
cover include rules and standards that have greater implications for these risk
management decisions.

4.2.2. The WTO and the SPS Agreement

The WTO, founded on January 1 1995, is known primarily as a “hard law”
regime based on binding rules that are enforced through a rather remarkable
international trade dispute-settlement system, although it also includes soft
law components as we will see. It is the successor organization to the General
Agreement on Tariffs and Trade, GATT, and, as of January, 2008, consisted
of 151 members, including the EC.'?¢ The organization’s central mission is
to facilitate the negotiation, monitoring, and enforcement of international
trade liberalization.'” These three functions (negotiation, monitoring, and
enforcement) are fulfilled through various organs within the WTO, assisted
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by a secretariat.’”® The WTO is particularly noteworthy in international law
for its binding dispute-settlement mechanism, governed by its Understanding
on Rules and Procedures Governing the Settlement of Disputes (“Dispute
Settlement Understanding”) and administered by its Dispute Settlement Body.
This body, which meets about once every two weeks, oversees the formation
of dispute-settlement panels, the adoption of dispute settlement reports, and
the authorization of sanctions against countries that fail to comply with WTO
dispute-settlement rulings.

Since the creation of the GATT in 1948, tariff rates have generally plum-
meted around the world. Yet while tariffs have fallen, differences among
national regulations, and in particular risk regulations, can create significant
non-tariff barriers to trade (NTBs), especially in agricultural and food prod-
ucts. For example, the percentage of US food imports governed by non-tariff
barriers rose from around 50 to 90 per cent from 1966 to 1986, the year when
the Uruguay Round was launched.'” The problem of non-tariff barriers was
first addressed in the Standards Code, a “side agreement to the GATT” that
thirty-two (out of 102) GATT contracting parties signed at the conclusion of
the “Tokyo Round” of trade negotiations in 1979.1%° The code, however, was
largely ineffective on account of the weakness of its dispute-settlement provi-
sions (the creation of panels could be blocked), the lack of detailed provisions
regarding risk regulation, and the fact that most GATT members did not sign
it.13! In fact, “[n]ot one SPS measure was successfully challenged before a GATT
dispute-settlement panel after the Tokyo Round, and several other prominent
disagreements over SPS measures remained unresolved.”!3?

Accordingly, under US initiative, a new agreement, the WTO Agreement
on the Application of Sanitary and Phytosanitary Measures, was negotiated
as part of the Uruguay Round of Trade Agreements that created the WTO to
discipline members’ sanitary and phytosanitary (SPS) measures.'** It covers all
governmental measures which are applied to protect human, animal, or plant
life or health from a list of risks, such as from pests, diseases, and toxins.'*
The SPS Agreement was complemented by the Agreement on Technical
Barriers to Trade (TBT Agreement) which covers regulations that lay down
mandatory technical product and process requirements that lie outside of the
SPS Agreement’s scope—that is, requirements other than SPS measures. For
example, requirements for the labeling of GM foods to provide information
to consumers should be considered non-SPS measures, and thus subjected to
the TBT Agreement, as discussed in Chapter 5.

The SPS and TBT Agreements reflect a shift of attention toward NTBs. From
a trade perspective, the former system did not sufficiently counter domestic
protectionist measures blocking agricultural trade. From a regulatory perspec-
tive, however, the trading system now implicates itself much more deeply
into national regulatory processes. The SPS Agreement does not establish
international standards for biotechnology or other food-safety questions (a
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role left to the Codex Alimentarius Commission, examined below). However,
the Agreement does incorporate and promote the adoption of international
standards in a manner that could be interpreted in a highly constraining way.
Article 3.1 provides that, “To harmonize sanitary and phytosanitary meas-
ures on as wide a basis as possible, Members shall base their sanitary and
phytosanitary measures on international standards, guidelines or recommen-
dations, where they exist,” subject to exceptions where “there is a scientific
justification” or a different level of protection desired. The Agreement further
provides that measures “which conform to international standards, guidelines
or recommendations shall be deemed necessary to protect human, animal and
plant life or health,” and thus consistent with the SPS Agreement’s require-
ments.!* In this way, the WTO has significantly increased the stakes of negoti-
ations in “voluntary” standard-setting bodies such as the Codex Alimentarius
Commission to which it refers.!3¢

In addition, the Agreement not only requires the adoption of non-discrim-
inatory national food safety regulations, but also establishes rules that limit
the ability of states to adopt trade-restrictive regulations without “scientific
justification.”’®” The Agreement requires members to “ensure that any [SPS]
measure...is based on scientific principles and is not maintained without
sufficient scientific evidence,” regardless of whether it is applied equally to
domestic and foreign products.'® Article 5.1 requires, in particular, that meas-
ures be based on risk assessments, prescribing: “Members shall ensure that
their sanitary or phytosanitary measures are based on an assessment, as appro-
priate to the circumstances, of the risks to human, animal, plant life or health,
taking into account risk assessment techniques developed by the relevant
international organizations.”'® The only exception is “where relevant scien-
tific evidence is insufficient,” in which case “a Member may provisionally
adopt...measures on the basis of available pertinent information,” provided
that it “shall seek to obtain the additional information necessary for a more
objective assessment of risk and review the...measure accordingly within a
reasonable period of time.” The SPS Agreement thus places the onus on a
state that would restrict trade through national regulations to demonstrate
that its regulations are based on a scientific risk assessment. These terms are
binding and enforceable before WTO dispute-settlement panels and the WTO
Appellate Body.!

For many commentators, the regulatory requirements in the SPS Agreement
are highly problematic. The SPS Agreement can be read to require that “science”
always trumps politics in national (and, in the EU case, regional) regulatory pol-
icy."! Such a reading raises concerns about a “democratic deficit” in the design
and application of WTO rules.'*? As the late Robert Hudec pointed out:

Traditionally, trade agreements have focused on eliminating discrimination
against foreign trade by disciplining governmental measures that impose com-
petitive disadvantages on foreign goods vis-a-vis domestic goods with which they
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compete. In the recent Uruguay Round trade agreements, however, it appears
that the draftsmen...added another goal, one that can be described as the pre-
vention of unjustified regulation per se, whether or not such a regulation creates
a competitive disadvantage for foreign goods vis-a-vis domestic goods. Thus, for
example, a food safety measure that is not based on scientific principles would
be a violation of Article 2 of the [SPS Agreement], whether or not it discriminates
against foreign goods.!*3

In a similar vein, David Wirth writes that the SPS Agreement’s requirements
create “an opportunity or a temptation to accomplish substantive goals simi-
lar to those in the domestic regulatory reform debates through international
processes in the face of domestic obstacles to achieving those same aims at
the national level.”!** These opportunities could be of interest to domestic
constituencies (such as a segment of business), government agencies that have
lost in internal regulatory debates, or an executive whose wishes are being
constrained by parliament (or vice versa). In each case, these domestic players
will have interests in common with foreign traders negatively affected by the
domestic regulation. Moreover, as Hudec continues, a WTO rule that requires
regulatory “rationality” can provide these “foreign traders...a greater set of
legal rights than is given to the domestic producers with whom they com-
pete.”1#5 SPS rules are thus subject to the challenge that democratic govern-
ments, in response to constituent demands, may decide for multiple reasons
to regulate in a manner that is not rationally justified according to most sci-
entists and is not determined by some international standard-setting body
in Geneva, but is nonetheless not discriminatory. For this reason, an amicus
curiae brief submitted by a group of academics in the GMO case points out
that “the GMO dispute implicates not only technical concerns about barriers
to trade but also political concerns about a democratic deficit in the design
and operation of the WTO itself.”146

On the other hand, risk regulation adopted with no scientific risk analysis
suggests that protectionist motives could lurk behind it, or that most of the
costs imposed by the regulation are possibly being shifted to non-represented
foreign parties. Even if the motive for the measure is not protectionist, the
measure can have the greatest adverse impact on foreign producers (and not
domestic ones), because they were not taken into account in the domestic
decision-making process. The requirement of a risk assessment can serve, in
Howard Chang’s words, “a prophylactic purpose.”!¥” It creates a procedural
mechanism that requires that domestic regulators must at least weigh scien-
tific evidence before adopting non-discriminatory regulations that have dis-
parate adverse effects on foreign traders. Howse makes the related point that,
from the perspective of “deliberative democracy,”

democracy...requires respect for popular choices, even if different from those
that would be made in an ideal deliberative environment by scientists and
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technocrats, if the choices have been made in awareness of the facts, and the
manner that they will impact on those legitimately concerned has been explicitly
considered.!

The requirement of a risk assessment procedurally helps to ensure that regu-
latory decisions more likely respect “real choices,” after taking into account
scientific evidence.'¥

4.2.2.1. WTO “SOFT LAW” DISPUTE-SETTLEMENT
MECHANISMS

The WTO is best known for its justifiably renowned dispute-settlement sys-
tem, pursuant to which a panel, subject to appeal before the WTO Appellate
Body, issues legal decisions. The WTO, however, also includes many other
mechanisms that can facilitate dispute settlement, which can be viewed as
forms of “soft law” governance. As we mentioned above, the WTO helps states
to monitor each others’ fulfillment of their existing commitments. It does
so through a Trade Policy Review Mechanism (TPRM), complemented by a
web of councils and committees. The TPRM reviews national trade-related
policies on a member-by-member basis, with the US and EU being subject to
a TPRM review and report every two years. In addition, WTO councils and
committees oversee implementation of each of the WTO's substantive agree-
ments, with the SPS and TBT committees being respectively responsible for
overseeing implementation of these agreements. A member may raise con-
cerns over another’s SPS-related measures through the TPRM or the SPS or TBT
committees.

More SPS disputes are in fact settled within the “soft law” committee pro-
cess than under the WTO dispute settlement understanding, a point missed
by many legal analysts. Article 7 and Annex B of the SPS Agreement, entitled
“Transparency,” require members “to notify changes in their SPS measures”
to the SPS committee, which holds two to four general meetings and peri-
odic special meetings each year. Between 1995 and 2005, the committee heard
330 complaints, over half relating to human health measures, many of which
have been resolved without litigation before the dispute-settlement system.!*
In some cases, a member changes or withdraws its measure; other countries
are provided technical and even financial assistance to adapt to it. Focusing
discussion around scientific assessments, including jointly conducted ones,
has served to resolve many of these disputes.’®' As Roberts and Unnevehr con-
clude, “The establishment of the SPS Committee has provided a forum for
airing grievances and made it easier to identify and track contentious regula-
tions. These mechanisms have facilitated the resolution of disputes between
countries at every level of development.”!? The US has repeatedly challenged
the EU’s agricultural biotech regulations before the SPS committee to keep
pressure on the Commission. For example, at the time when EU member
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states pressed to block EU approvals, the US stressed before the committee,
“The principle that national health measures and international SPS measures
must be based on science is fundamental to the effective implementation of
the SPS Agreement.”!?

In sum, the SPS committee process establishes a potentially useful “soft
law” forum in which both sides to the dispute can discuss and air grievances,
albeit in the “shadow” of the hard-law dispute-settlement process, and the
committee process has demonstrated its effectiveness in other disputes. In the
case of agricultural biotechnology, however, the committee process offered
little hope for resolving the dispute, leading ultimately to the WTO’s hard-law
alternative, dispute settlement.

4.2.2.2. WTO “HARD LAW” DISPUTE-SETTLEMENT:
THE MEAT-HORMONES PRECEDENT

If matters are not resolved in the SPS committee (or bilaterally following
notice to it), then they may be brought to the dispute-settlement mechanism
and its “hard law” enforcement. In this sense, the “soft law” mechanisms can
be viewed as operating in the shadow of potential complaints under the WTO
Dispute Settlement Understanding.

The US brought six of the first seven SPS complaints respectively against Korea,
Australia, the EU, and Japan.'* As of February 2007, the US had been involved in
eleven SPS disputes, nine times as a complainant, whereas the EU had likewise
been involved in eleven SPS disputes, but eight times as a defendant.

The US challenge to the EU’s ban on the sale of hormone-treated beef has
received the most media and scholarly attention, providing an important
precedent for the GMO case. The hormone dispute actually began in 1989,
when the EU (acting under the terms of a 1988 directive) instituted a ban
on the use of synthetic growth hormones in beef cattle and prohibited the
import of animals or meat from animals that had been treated with these hor-
mones. Although the EU directive had been adopted primarily on the grounds
of European consumer concerns about the safety of hormone-treated beef,
the ban had an immediate and dramatic impact on beef producers in the US,
where some 90 per cent of all beef cattle are treated with synthetic growth
hormones, and where FDA studies have consistently shown that the growth
hormones in question are safe for human consumption.

In 1995, after the entry into force of the SPS Agreement and the Dispute
Settlement Understanding, the US initiated legal action against the EU,
alleging that the EU ban was inconsistent with the terms of the SPS Agreement,
because it was not based on scientific evidence, a risk assessment, or agreed
international standards, and it arbitrarily differentiated between products.
The EU, by contrast, argued that the SPS Agreement acknowledges the right
of states to determine the appropriate level of health protection for their con-
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sumers, and that the ban was justified under the precautionary principle.'s
A WTO dispute-settlement panel was established in May 1996 and issued its
report in favor of the US in August 1997. The EU appealed the panel’s deci-
sion, and the WTO Appellate Body issued a second report in January 1998,
once again in favor of the US.

Both the WTO panel and appellate decisions were complex, involving
hundreds of pages of legal reasoning and scientific testimony. The Appellate
Body overrode the panel’s assessment on several issues, including the panel’s
finding that the EU’s regulation was required to, and in fact failed to, con-
form to a Codex Alimentarius Commission standard, and that the EU ban
represented “a disguised restriction on international trade,” because it was
“inconsistent” with other EU regulations regarding the use of natural and
synthetic hormones.'’¢ After significantly narrowing the reach of the panel’s
decision, however, the Appellate Body agreed that the EU had failed to base
its beef-hormone ban on a scientific risk assessment, undermining the EU’s
claims that the ban was adopted to protect human health. In response to
the EU’s invocation of the precautionary principle, both the panel and the
Appellate Body found that the precautionary principle—whatever its status
under international law on which they declined to rule—could not override
the express provisions of the SPS Agreement, in particular the requirement of
a risk assessment under article 5.1 of the Agreement. In accordance with the
Appellate Body’s findings, the Dispute Settlement Body ruled in February 1998
that the EU ban was inconsistent with the terms of the SPS Agreement and
instructed the EU to bring its regulations into compliance by no later than
13 May 1999.

Facing continuing pressure from its own consumers, however, and hope-
ful of producing additional scientific findings that might justify the ban, the
EU failed to act, and the US retaliated on 17 May 1999, applying tariffs in the
amount of $116.8 million targeted against specific EU products such as foie
gras, Roquefort