EUROPAINSTITUT der Universitat Basel

Elze Matulionyte

Transatlantic GMO Dispute in the WTO:
Will Europe further abstain from
Frankenstein Foods?

BASLERSCHRIFTEN zur europdischen Integration Nr.71




Das Europainstitut der Universitat Basel ist ein rechts-, politik- und wirt-
schaftswissenschaftliches Zentrum fir interdisziplinare Lehre und Forschung
zu europaischen Fragen. Neben einem einjahrigen, praxisbezogenen und inter-
disziplinaren Nachdiplomstudium zum Master of Advanced European Studies
und dem Vertiefungsstudium Major in Conflict and Development werden spezi-
elle Weiterbildungskurse angeboten. In der Forschung werden in Zusammenar-
beit mit benachbarten Instituten sowohl fachspezifische wie multidisziplinére
Themen bearbeitet. Das Europainstitut ist als Ansprechpartner fiir Politik, Wirt-
schaft und Verwaltung beratend tatig.

Elze Matulionyte graduated as Master of Advanced European Studies at
Europainstitut of Basle University in October 2004. This article is based on her
master thesis of the postgraduate programme at Europainstitut. The thesis
was carried out under the supervision of Dr. Christa Tobler, LLM and Dr. Krista
Nadakavukaren-Schefer, to whom the author expresses her deepest gratitude.
Since the graduation of MAES in October 2004 in Basel she works as a head
of division at European Law Department under Lithuanian Ministry of Justice,
Vilnius, Lithuania. She is also a PhD student at European Law Department,
Faculty of Law, Vilnius University, and teaching associate of EuroFaculty Vilnius.



Content

INTRODUCTION 5
PART ONE. THE DISPUTE 7
PART TWO. EC BIOTECHNOLOGY REGULATION:
LAW, IMPLEMENTATION AND EFFICIENCY 10
2.1. (Non)-implementation of the regulatory framwork 14
within the EU
2.2. WTO challange — an impetus for a change 15
PART THREE. EU GMO REGIME V. WTO RULES 17
3.1. Moratorium and GATT: national treatement, 19

likeness and exception

3.2. Autorisation of GMO and the SPS Agreement 21
3.2.1.Mesures allowed under the SPS Agreement 22
3.2.2.GMO regulation as a SPS measure: inter-

national standards, risk assesment,
precaution 23
3.2.3. Precautionary principle 26

3.3. The change in the EU regime and the TBT Agrement 32



PART FOUR. DISPUTE SETTLEMENT PROCEDURE IS
LAUNCHED... AND SO WHAT?

4.1. Isthe WTO a proper forum for biotech isssues?
4.1.1. Opening the WTO to non-economic issues
4.1.2. Possibiliy of negitiated settlement

4.2. Will the EU enforce a negative decision?

4.3. AnAlternative: conditional admittance of GMOs
4.3.1. Let consumers choose

CONCLUSIONS

35
36
37
39
40

44
44

48



INTRODUCTION

What do Frankenstein and Geneva have in common? The connection
extends beyond the fact that Mary Shelley conceived her novel about
new Prometheus (or Frankenstein) when staying on the bank of Lake
Geneva in Switzerland, but also to the fact that honourable members
of the WTO dispute settlement bodies, sitting on the bank of the same
lake, will judge (or, in WTO jargon, will ‘adopt a report’) on the issue of
authorisation of genetically modified organisms, quite often referred in
Europe as ‘Frankenstein foods'.

Biotechnology has been recently becoming a focal point of European
policy makers, as it is assumed that the growth of the sector should
have a great potential to contribute to economic growth. While Europe
has been recently performing rather sluggish, the Commission grasped
promotion of biotechnology as the last measure to improve ‘Europe’s
competitiveness’. And all this ado is to attain its hardly achievable Lisbon
agenda’s goal ‘to make Europe the most competitive, knowledge based
economy until 2010’* Besides dubious feasibility of the general great
goal it should be noted that the chances of GMO making the decisive
influence are rather slim, partly because of the hostile reaction towards
them by the European public. Several recent food related scandals
(such as BSE, dioxins and foot and mouth disease) have shattered
consumer trust in the safety of the food supply. As concerns over the
industrialization of food production intensifies, reluctance to accept
more technology in food production becomes more apparent.?

Ever since the modern biotechnology has been developed, the EC
took more careful regulatory approach. Legal framework became even
more rigid as the public distrust in GM products was rising. The US, on
the contrary, has largely adopted biotechnology in agriculture. Thus
differences of regulation and acceptance of GMOs between the US
and the EU has led to trade difficulty in particular for US exporters



since more GM corn varieties have been authorised within the US than
in the EU. These differences could be attributed simply to placative
European cautiousness, or explained by more significant societal
dissimilarities, traced back even to the political economy
considerations.® The fact that non-acceptance of the GMO'’s to the
European markets impedes development of the biotechnology in
Europe (and perhaps a more rapid growth of the EU economy) is
unfortunately only the inner side of the issue. The external side is that
the EU, being a player in the international trade order, gets into probably
never-ending disputes with its trade partners.

The area of controversies related to GMO issues is ample enough to
write books on it. The scope of this paper is limited, however, to the
particular aspects of the problem (for example, medical uses of GMOs
are completely excluded). The paper analyses the clash between two
multilevel governing systems —the EU and the WTO — on the regulation
of GMOs’ authorisation and seeks to answer a question whether a
workable solution can be found through existing dispute settlement
procedures. In particular, the debate concentrates on the usage of GMO
in food products, in that way putting more emphasis on human health
as underlying justification for restrictive European policies on GMOs.
The paper is mainly based on the legal analysis of both — EU and
WTO —regulatory mechanisms. However, in the area of the regulation
of GMO the demarcation between law, politics, economics and ‘science’
is generally rather blurry. Intrinsic political and economical problems
standing behind the legal framework of GMOs thus may not be ignored.
Although the main emphasis rests with the study of the legal
framework, the paper also seeks to present an interdisciplinary analysis
of the dispute on GMO and its possible outcome (within the WTO or
also out of its scope).

In the first part of the paper the development of the dispute will be
introduced together with a brief history of the events. The emphasis is



put only on the most recent events that followed the US complaint in
the WTO. The second part depicts and gives an analysis of the main
EU legislation in the field of biotechnology and its implementation, which
caused this WTO dispute. The analysis concentrates not on the for-
mal deficiencies of implementation by the Member States, but rather
on the systematic failure of the regime and governance of complex
issues in general. The most recent legislation, designed to cure the
inefficient old regime, is also analysed. In the third part EU legislation
and its actual performance are evaluated in the light of obligations
stemming from the international trade law. Main problems caused both
by the former moratorium on GMOs (such like the precautionary
principle or ‘likeness’ of GMO products to their conventional
counterparts) and by the new EU regime (in particular, rigid labelling
and traceability requirements) are analysed here. The fourth part seeks
to answer whether the WTO is a proper forum for this dispute because
of its insensitivity for numerous non-economic issues, which are at
stake in this case. Further on in the fourth part possible outcomes of
the dispute are modelled — including the most pessimistic ones (e.g.
non-implementation of the negative WTO solution or repeated WTO
claims) and a more constructive one, which would entail concessions
from both sides (namely acceptance of the GMOs for food use by the
EU as well as acknowledgment of EU’s rigid post-market measures
by its trade partners).

PART ONE. THE DISPUTE

The challenge by the US of the EU’s biotech products regime did not
emerged in the WTO unexpectedly, as the dispute over authorisation
of GMOs came out gradually. Most US exporters have stopped
exporting corn (except soybean) to the EU already since 1999 and a
special joint EU-US working group on biotechnology was created at
that time. Although that working group aimed to monitor the progress
of the dialogue on technical issues and to increase scientific and



regulatory co-operation, its functioning was stalled since 2001.* Since
October 1998, for more than five and a half years, no new authorisations
for placing GM products on the EC market were granted to either
European or foreign firms. Moreover, abundant national safeguard
measures concerning the GM products that were already authorised
at the EU level were put in place. Even though the Commission was
perfectly aware of the restrictive measures by Member States, no for-
mal decision was taken in this relation.® On 13 May 2003, the US
(backed by Canada and Argentina) requested WTO consultations with
the EC on an alleged standstill of approval of new GMOs and on nati-
onal measures suspending the use and sale of approved GM products.
Importantly, the US challenged de facto moratorium of GM products
authorisation and not the formal regulatory regime. US claim consists
of mainly two pleas: (1) the suspension by the EC of consideration of
applications for, or granting of, approval of biotech products; (2) natio-
nal marketing and import bans maintained by the Member States.® Thus
the focus of the initial WTO complaint is neither the EU legislation on
GMOs and GM food approval as such, nor the recently adopted
legislation on traceability and labelling of GMO in food so far, but rather
the Community’s alleged inaction on GMO issues.”

As one could have predicted the EU considered the US request as
‘unhelpful both to us and to them’.2 The Commission argued initially
that an official complaint was inappropriate given that the ‘moratorium’
had no formal status, but has more recently focused on restarting GMO
approvals. Although the Commission still regards the WTO challenge
as ‘an inappropriate and regrettable move™ it committed sequence of
actions to make at least the actions of institutions look like ‘GMO
regulation mechanism compatible’. It has not only actively submitted
proposals aimed at finishing the new framework regulation of GMO,
but also made attempts to ensure that ongoing authorisation procedures
would move forward without delays.



In parallel to the ‘improvement’ actions undertaken by the Commission
runs the WTO dispute procedure. The Panel was established back in
August 2003. However, in the absence of the agreement of the parties
to the dispute, the composition was confirmed only in March 2004.
Though awaited for the beginning of September 2004, the Panel’'s report
will likely be issued only in June 2005, because of the complexity of
process.'® Thus the dispute is now in progress, the decision is not yet
clear and it is even more challenging to try to predict it and to observe
and analyse the actions of the actors involved. The actions of the EU
(of the Commission as well as the Member States) as the ‘defending’
party are especially interesting to analyse. For example, in addition to
the above-mentioned changes in the Commission’s approach towards
GMOs approvals, the most important ‘qualitative’ move towards lifting
of the moratorium was recent authorisation to place the first genetically
modified product™ on the EU market since October 1998.

When the Commission authorised the import into the EU of sweet
corn made from Syngenta’s (although not the EU, but still ‘Europe-
based’ firm!) GM maize on 19 May 2004, it has finally brought to an end
the EU’s de facto moratorium. However, this approval resulted in even
more controversy to the issue. On the one hand it was publicly
condemned by consumer and environmentalist organisations. Such
strong opposition of the public opinion even forced the company to
announce immediately that it is not going to put the product on the
market.*? On the other hand biotech industries consider this approval
to be only the first step on the road to unblocking the approval process.
Also the US did not seem to buy it. It seems that the applicants need
more than one authorisation of a GM product to prove EC’s seriousness
over getting the system moving smoothly and efficiently*®. Finally, the
credibility of the decision is somehow penetrated with the feeling that it
was the last try by the Commission to supply itself with some supporting



evidence in the dispute and to timely submit it to the WTO, as the
deadline for party submissions was only a few days later.** It seemed
that the Commission simply wanted to demonstrate to both — the trade
partners and the European public — (and to both for different reasons)
that the system of authorisation was working as designed. Only after
the second approval of another genetically modified maize, known as
NK603, in the end of July®®, Commission’s commitment to re-launch
the mechanism of GMO approval gained more credibility and those
who doubted that the moratorium would be lifted were left with less
arguments. Meanwhile the Member States are taking steps to make
use of any available power they retain under Community legislation to
bring into force the most restrictive policy possible in relation to GM
crops.'®

PART TWO. EC BIOTECHNOLOGY REGULATION: LAW,

IMPLEMENTATION AND EFFICIENCY

EU legislation on GMOs has been in place since the early 1990s. Ever
since critics attack it as suboptimal, unworkable and inefficient (in
addition to as trade restrictive)*’ Until late 2002, the main piece of
legislation, which governed procedure to place GMOs on the EU market,
was Directive 90/220/EEC?®, which was then repealed by the new
Directive 2001/18/EC on the deliberate release of GMOs.* At the time
when the new directive was put in place the old regime was not
functioning properly and the GMO authorization process has already
been stalled.

Under the old regime there was no independent scientific body at the
Community level to evaluate the safety of GMO foods and the
Commission exercised discretion on whether to consult scientific
advisers. After major ‘food hysterias’ of late 90s and incapability to
effectively cope with them at the EU-level the regulatory framework of
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GMO had lost public credibility and legitimacy. In fact, European GMO
governance has fallen into disrepute even earlier, when despite public
opposition the Commission approved the first GM products. Thus the
old regulation did not work because of both: the inefficiencies in the
text (e.g. safeguard clauses or the abandoned ‘simplified procedure’
for substantially equivalent products) and the public opinion (general
opposition to technology in food processing). In order to restore
confidence, GMO regulation had to be submitted to comprehensive
restructuring. In addition the background principle of precaution has
further evolved by the time when the revised legislative framework was
adopted.?®

The revised Directive 2001/18/EC has introduced more stringent rules
as compared to the old ones on the release of GMOs into the
environment. In particular, it introduced principles of environmental/
health risk assessment (for which national responsible agencies or
national competent authorities are responsible together with the newly
created independent scientific body — European Food Safety Authority).
Moreover, Member States are now obliged to ensure labelling and
traceability of GMOs at all stages of the placing on the market and
informing the public during approval procedure is made mandatory. In
addition, first approvals for the release of GMOs are limited to a
maximum of ten years. The adoption of this directive however did not
immediately improve the functioning of the authorisation system and
did not prevent the US to take the dispute to the WTO, as the pending
applications for approvals further remained pending.

Shortly after the WTO dispute was initiated a new package, completing
the regulatory framework of GMOs, was adopted. The completed
package includes two important regulations, the first one on GM food
and feed and the second one on traceability and labelling of GMOs.
The updated regulatory framework is now based on the ‘one door-one
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key’ principle. This should mean that one can file a single application
for obtaining both the authorisation for the deliberate release of a GMO
into the environment (under Directive 2001/18/EC) and the authorisation
for use of this GMO in food and (under Regulation 1829/2003) (See
bellow, Scheme 1). Accordingly, business operators are not required
anymore to perform separate risk assessments for the use of the GMO
in general, and for its use in food. Hence placing GMOs on the market
and placing them on the market as food have merged in this sense.

GMO Authorisation for use in food products

The relative simplification of the authorisation procedure (Scheme 1,
p. 13) is well outweighed by the new labelling/traceability requirements
(Regulation 1830/2003). They provide not only for an obligation to
present comprehensive information on the labels of all food containing,
consisting of or produced from a GMO, but also require to set up a
hardly practicable ‘traceability’ system. Traceability is understood as
the possibility to trace products throughout the whole production and
distribution line (from selling a GM seed to a ‘producer’ to a final placing
of aready food product on the market). More precisely the requirement
to assure traceability requires the involved undertakings to inform the
next operator in the chain that the product is produced from GMO(s).
Moreover, they are required to have systems for identification to whom
GM products were provided or from whom they were acquired and
such information must be retained and on demand made available to
competent authorities for a period of five years.?
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Scheme I: Authorisation procedure

Applicant submits an application
to a competent national authority
of a Member State, in which the

A competent national authority
acknowledges receipt of the
application and  forwards it

product is to be marketed first. Itis
possible to file a single
application: for food or feed use
(Reg 1829/2003) and for deliberate
release of a GMO into the
environment (Dir 2001/18).

EFSA carries out risk assessment in
accordance with the precautionary
principle.

EFSA forwards its opinion on
approval to the Commission within
six months (can be extended) after
receipt of application.

Preparing opinion EFSA:

1. may ask food assessment body of
aMSto carry out safety assessment.
2. may carry out environmental risk
assessment.

immediately to the European Food
Safety Authority (EFSA).

}

EFSA informs other Member States
and the Commission and makes any
supplied information available for
them.

Community reference laboratory tests and
validates method of detection and identification.

National competent authorities gives their opinion
within three months.

Authorisation decision is to be taken
through regulatory committee procedure:

Ethical implications of  bio-
technology may be considered on
initiative of the Commission or
upon request of the Parliament.

The Commission submits within three
months a draft decision to the Regulatory
Committee

The Regulatory Committee decides on
authorisation. If it does not take a decision,
the matter is referred to the Council.

Following the placing on market of
a GMO, the applicant must carry
out monitoring, as specified in the
approval, and submit reports to the
Commission and Member States.

Labelling, packaging and
traceability requirements must be
complied with.

If the Council fails to take a decision
within three months, the Commission takes

adecision itself.

Applicant may place product on the

market, where such decision is taken.

When authorisation period (max 10 years)
expires, renewal procedure must be

launched, analysing monitoring results,
newly available information etc.
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2.1. (Non)-implementation of the regulatory framework within the
EU

Normally implementation of the Community law by the Member States
would not be a relevant issue analysing compatibility of EC regulations
with international trade rules. However, in this particular GMO dispute
the WTO Panel is called upon to decide on de facto moratorium, which
was caused, among other factors, also by the actions of the Member
States. One of the pleas in the dispute was exactly on national marketing
and import bans that were maintained allegedly contrary to the EC
law. That came about in the late 90s when a number of Member States,
following the growing public opposition to the GMO and reactions to
mismanagement of health and food safety scares (such as the BSE
crisis), have employed a possibility to invoke safeguard measures to
the GM products already authorised at the EC level.>® More importantly,
no formal decision from the Commission was taken in relation to these
national safeguard measures, whereas the Commission was properly
informed of them in most of the cases.?

While the Commission was compelled to accept joint opposition of
the Member States, the legality of such national safeguard measures,
was indirectly tested by the ECJ in Monsanto judgement.?® The
judgement of the Court, being traditionally ambiguous in setting
boundaries for ‘domestic measures’, allows for the interpretation that
Member States may uphold their bans on GMOs at least as long as
they are justified on risks for human health.?® The most important
guestions on the limits of risk assessment, on acceptability of
precautionary measures, when the scientific evidence is non-existent,
remained only partially answered.

It should be remembered that the above mentioned actions were based

on the old regulatory regime, which was gradually changed. The
Directive 2001/18 and even the most recent legislation that should have
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lifted the ‘moratorium’ do not seem to have an effect on national
safeguard measures. Moreover, in the EU15 only seven Member States
have fully communicated their implementation measures for Directive
2001/18/EC.?" At the end of the day the non-implementation by the
other eight (old) Member States was referred to the ECJ.?®

Itis obvious that proper functioning of the common GM legislation was
endangered mainly by two deficiencies of the Member States: (1)
misuse of the safeguard measures and (2) non-implementation of the
most recent legislation. The Commission could have launched
infringement procedures against the national safeguard measures long
ago, however, it decided to attack a formal ‘non-implementation’ of the
new directive first.

2.2. WTO challenge — an impetus for a change?

The moratorium on the functioning of the GMOs regulatory regime was
a clear indication that EU policy-making in this domain was inefficient
due to both: the lack of legitimacy of EU GMO regulatory procedures
and policy effectiveness. From the point of view of political science
Member States’ non-compliance with the EU-level regulation of GMOs
provide evidence of the EU’s weakened legitimacy in ‘complex decision-
making’, and the inadequacy and insufficiency of output legitimacy in
particular. Consequently, the recent initiatives to restore EU GMO
regulatory authority through new, more effective regulation affirmed
the importance of both input and output legitimation measures.?

The core problem of the policy on GMOs, however, stems from the
fact that it is intrinsically facing a problem of achieving several conflicting
goals at the same time. Firstly, it aims at fostering biotechnology, as
the ‘key growth technology’ in Europe. Secondly, it seeks at the same
time to assure the highest possible ‘safety’ of GMOs in order to satisfy
public anxiety. Lastly, it must not restrict trade or at least not to appear
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so. The cleavage among the goals is mirrored in the lack of consistency
of Commission’s actions, as its services were seeing GMO related
solutions from the very different angles.* In turn the internal lack of
coherence within the Commission prevented it from playing active
policy leadership role, and the ‘moratorium’ on GMO lingered. In this
context the initiation of the WTO dispute can be evaluated as a
disciplinary impetus that forced the Commission to finally take
necessary steps to break the deadlock.

The challenge in the WTO, being an impetus to make European policies
towards GMO at least look trade compatible, has certainly influenced
a rapid completion of the regulatory reform. More efficient and workable
rules were needed not only to improve trade relations, but also to avoid
harm to the competitiveness of domestic biotechnology sector in the
future. This is the main underlying idea behind the new regulation. A
so-called ‘one door-one key’ procedure should provide for a simplified
authorisation process for release of GMOs into the environment, and
of GM food. Controversy remains whether new measures can cope
with their double task: to end the malfunction of GMO authorisation
procedures (and, consequently, the moratorium), and at the same time
to provide high level of human health and environment protection. At
first sight, the new Community GMO regulation seems to be indeed
the ‘safest’ and the most stringent in the world, able to comfort that
mythically cautious European public.® It is however doubtful that
approval of new GM products and reversion of moratorium will lead to
a proper functioning of the system of GMO releases. So far it seems
that the new European regulatory system, especially requirements
regarding setting up a traceability system for each operator (and also
in part labelling requirements), is becoming so complex and costly
that it could prevent companies even from putting forward submissions
for authorisation. Moreover, companies may loose their interest in
marketing the approved product by the time when after several years
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long procedures they finally obtain authorisations.*? Finally, the impact
of the national implementing measures, which are (somewhat delayed)
adopted by the Member States in exercise of the competence that is
left to them under the new GMO regulation, should be also taken into
account. Some Member States eagerly put all possible obstacles in
the last areas that do not fall under the scope of Community law, such
as for example liability for GMO releases.*?

In this regard it remains unclear whether the new EU legislation has
made a move towards facilitating the GMOs’ approval procedures, as
requested by its industries as well as unsatisfied trade partners. So
far it does not seem that initiators of the dispute would buy the new
regime and view the new policies as satisfying their claims. It appears
that EU policy-making in the field of GMOs reminds dancing on thin ice
— from one side it wants to meet international trade rules from the
other — it cannot afford to ignore public hostility towards GMOs. So far
it is not very successful in any of them. To make things even more
complicated the European biotechnology sector is also quite cautious
about the change in the policy.**

PART THREE. EU GMO REGIME V. WTO RULES

In its initial request for consultations within the WTO the US claimed
de facto moratorium of GMO approval to be inconsistent with the SPS
Agreement (Articles 2, 5, 7 and 8, and Annexes B and C), the GATT
1994 (Articles I, lll, X and XI), the Agriculture Agreement (Article 4) and
the TBT Agreement (Articles 2 and 5)-* Here it should be recapped
again that not the compatibility of legislation was called into question,
but the inaction of the Commission and the Member States on the
issues related to GMOs.
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As in almost every legal dispute (sic! the WTO claims to be a ‘rules
based system’) both sides have their arguments and the analysis of
the EU actions related to GMOs can be driven to both directions —
justifying the EU regime in the light of the international trade law or
condemning it. As a result, supporters of either of the two approaches
on the both coasts of the ocean find a lot of arguments to plead for the
solution that they prefer.*® A deep conflict between the two systems is
already enshrined in their aims. The main aim of the WTO and thus of
accompanying treaties is the substantial reduction of barriers to trade
and the expansion of trade.®” There is, of course, in the preamble to
the WTO Agreement also a ‘specific acknowledgement about the
importance of coordinating policies on trade and the environment’3®
However, the need to respect the requirements of the WTO law
prevails.®® Agreements are dominated by the ‘trade-is-always-good’
spirit and allows only for limited and balanced exceptions.*® Even the
specific WTO agreements, designed to regulate technical standards
or measures necessary to protect health, aim at avoiding unnecessary
obstacles to international trade or at least minimizing negative effects
of these measures on trade.** On the other hand, protection of health,
consumer and environment is included amongst the main aims of the
EU and the Commission is obliged in its proposals to take as a base a
high level of their protection.?

All resulting discrepancies of the WTO and the EU legal systems stem
from this main ideological difference and as long as the Panel has not
taken its decision, argumentation according to both lines (‘free trade’
or ‘safety’) is merely a more or less well-reasoned speculation. In order
not to reiterate the litanies of arguments of the prominent researchers,
only the most controversial and ambiguous legal points of the dispute
will be shortly discussed in the following parts. After examining the
moratorium in the light of the WTO rules, the question of qualification
of the actions, which EU makes after the beginning of the dispute, will
be looked at.
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3.1. Moratorium and GATT: national treatment, likeness and
exceptions

This trade dispute concerns market access barriers that are not caused
by measures taken at borders, but by differences in domestic regulatory
systems of biotechnology products. The US claim that European
measures against GMOs constitute a protectionism against agricultural
products produced in the US. Protective treatment of domestic goods
in turn violates international trade law, specifically Article 11l of the GATT
(the ,National Treatment Clause“)** The Panel thus should assess if
the EU regime for agricultural biotechnology products are appropriate
from the perspective of trade, thus reaching deeply into the domestic
regulatory competence on the issue. Article XX GATT, however, provides
for an exception from Article 11l GATT and allows members to make
regulations that otherwise violate the GATT when such restrictions are
‘necessary to protect human, animal or plant life or health’.

As Article 11l requires non-discrimination between like products*, the
first major problem that arises when assessing European GMO regime
is whether GM products and conventional products are like products.
To give an example, first it should be answered if, e.g. chocolate,
consisting lecithin of GM soybeans, is substantially the same product
as the chocolate with lecithin of ‘normal’ soybeans, while is impossible
to detect the physical difference between the two in so highly processed
food products. The main question arising here is whether a state can
differentiate food products containing non-traceable GMO only on the
basis of the production method (i.e. genetical modification) of their
ingredients. The main difficulty related to the notion of likeness of
products is that so far there is no possibility for differentiation between
products with regard to the method of production.* A so-called PPM
problem (whether production and processing method may rend a
product ‘unlike’) in the framework of the GATT was touched for the first
time in Tuna-Dolphin dispute“®, where the panel denied that the PPM
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could influence likeness of product ‘as a product’. While this ruling
caused major public dissatisfaction and was not approved by the DSB,
in the following similar Shrimp-Turtle case*’ the Panel avoided
pronouncing on the issue of likeness of products with different PPMs.
Therefore, it remains unsettled for the time being, whether products
could be considered ‘unlike’ and consequently be treated differentially,
when they are obtained as a result of different processing procedure.
It is rather doubtful, whether the EU could justify under the WTO law
its GMO regulatory regime on the basis that GM products differ from
their traditional counterparts merely because of the method in which
they are obtained.

Even if GMO’s panel would manage again to avoid answering the
guestion on ‘likeness according to the PPM’, it will have to determine
likeness of GM and non-GM products, according to traditional ‘four
criteria™® analysis of like products. Even if it seems that there is no
way to achieve perfect likeness among biological products, the pertinent
guestion is whether there are differences that are critical and important
enough to distinguish the products under the GATT. In this regard
arguments in favour of likeness of GM and non-GM products would be
their physical characteristics and market competitiveness, while
consumers’ taste and habits as well as ‘risk element’ could provide the
EU with an argument for ‘unlikeness’°

Interestingly enough in the European regime itself, there is no coherence
on whether all GM products and non-GM products are ‘like’ or ‘unlike’.
Namely the concept of substantial equivalence lacks uniform definition
within the EC.%° In the cited Monsanto judgement the ECJ ruled that
substantial equivalence does not preclude ,novel foods [i.e. foods
obtained from or containing GM products] which display differences in
composition that have no effect on public health from being considered
substantial equivalent to existing foods“(emphasis added).5* The ECJ

20



thus makes the unlikeness (as opposed to substantial equivalence)
conditional not on the mere existence of GMO in a food, but on its
actual effect on public health. That allows anticipating that the EC would
rather base its arguments on the risk for human health then merely on
the likeness issue. And the protection of human, animal, plant life or
health is one of the grounds for a general exception from GATT
obligations under Article XX (b). However, the uses of Article XX
defences are restricted not only by the conditions of the Chapeau of
that article®?, but also by the procedural conditions, set forth in two lex
specialis agreements, namely the SPS and TBT Agreements.*

3.2. Authorisation of GMO and the SPS Agreement

The SPS Agreement supplements the above-mentioned exception of
Article XX (b) GATT. Rather than seeking to encourage reduction of
trade barriers the SPS Agreement establishes procedure for
examination of trade barriers that inevitably arise as a consequence of
national measures aimed at protection of health or safety. The SPS
rules apply only to so-called sanitary and phytosanitary measures as
defined in the agreement.>* In the current case the SPS Agreement is
relevant only to the regulatory regime of the commercial release of
GMOs and not to labelling issues or traceability regime.

The Agreement entitles WTO members to adopt and maintain SPS
measures (e.g. a ban of a certain product) that are necessary to protect
human and animal health and life.>>* SPS measures are considered to
be one of the very few types of measures that could benefit the
consumer.®® However, a right to adopt SPS measures is subject to
certain conditions. The SPS measure has to be: 1) applied only to the
extent necessary; and 2) based on scientific principles, i.e. not
maintained without sufficient scientific evidence. One further condition
reiterates the chapeau of Article XX GATT (i.e. prohibition of arbitrary
discrimination or disguised restriction of trade).
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3.2.1. Measures allowed under the SPS Agreement

The provisions of the SPS Agreement in the context of the GMO case
mean that the EU could have banned the GMO from its markets if it
could have provided acceptable evidence of safety and health risks. In
such case complainants would have been left without remedy under
the SPS Agreement.®” As the certainty of safety and health risks caused
by the GMO falls into rather ambiguous area, it is not easy to distinguish
protectionist SPS measures from justified ones. Most often-legitimate
health concerns go parallel with recurrent incentives to protect natio-
nal producers in the coulisse of the adoption of the SPS measures.

The SPS Agreement sets a presumption that a SPS measure is trade
compatible when it conforms to international standards, guidelines or
recommendations, developed by the relevant international
organisations.®® The SPS measure, setting a higher level of protection
then it would be achieved by measures based on international
standards, is subject to the conditions of Articles 3(3) SPS (scientific
justification) and Article 5 SPS (risk assessment procedure)*° Stricter
protection, then that provided by international standards, would be
compatible with trade rules only when it is scientifically justified and
based on risk assessment. The only narrow exception to the obligation
to base such stricter SPS measures on risk assessment is provided
by the Article 5 (7) SPS, which reflects to some extent a precautionary
principle.®® To sum up there are three main criteria that a national
measure must meet to be SPS-compatible: (1) conformity with inter-
national standards, (2) result of scientific risk assessment or (3)
precautionary measure, where scientific evidence is insufficient.
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3.2.2. GMO regulation as a SPS measure: international
standards, risk assessment, precaution
In the light of the legal framework mentioned above the GMOs’
authorisation poses several problems at all three levels: international
standards, risk assessment and precaution.

International standards

Firstly, as far as the international standards and guidelines are
concerned, the SPS Agreement refers to three international bodies.
The most important in the GMO context is the work in Codex
Alimentarius Commission on standardisation of rules on human safety
and health. Although the work on GMO related issues is taking place in
several Codex Alimentarius working groups, the consensus on needed
international standards is not easily reached.®! It is crucial to note that
discussion parties in Codex groups are in fact the same ones as those
in dispute over GMO products in general, which substantially limits the
potential of compromise. Moreover, the work on GMOs differs a lot
from the product-by-product standardisation. Being a complex
crosscutting issue, the GMO health and safety standardisation seeks
to encompass more than safety of a certain product — more general
rules for risk assessment, labelling, and traceability. Where the risk
assessment of GMO products is concerned, Codex guidelines intend
to identify new or altered hazards relative to the conventional
counterpart, rather than trying to identify every hazard associated with
a particular food product.®?

Consequently international standards are silent about danger of a
particular GM product or, on the contrary, whether a particular GM crop
should not be banned from national market as being safe. They only
provide for a procedure for the assessment of safety. However, EU’s
moratorium on GMOs should not be evaluated in the light of this risk
assessment procedure, as Codex guidelines were first adopted only
when the EU moratorium has been already in place for a while.
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Risk assessment

The second major problem that arises when evaluating the GMOs
regime under the SPS Agreement relates to the requirements and
boundaries of the risk assessment. While Article 5(2) SPS provides
for a list of criteria that should be taken into account in the risk
assessment®?, it was expected that WTO dispute settlement activities
should confirm whether this list is exhaustive or if other, especially
non-scientific factors (precaution or consumer concerns), may be also
considered in risk assessment.® In Beef Hormones case the Appellate
body admitted that the list of factors is non-exhaustive, almost
dramatically adding that also should be considered:

‘risk in human societies as they actually exist, in other words,
the actual potential for adverse effects on human health in the
real world where people live and work and die’(emphasis added).%

Thus interpretation of factors for risk assessment by the AB in Beef
Hormones leaves the possibility to include non-economic factors,
though commentators harshly attack such possibility, as it would open
the way for too protectionist policies.®® Despite this broad definition of
the risk assessment, the EC import prohibition in Beef Hormones was
found not based on a risk assessment.®’ It is claimed that also in the
GMO dispute the EC made the same mistake, when it just lamed GMO
authorisations without conducting any studies to determine the poten-
tial risks to human health from the release of GMOs.®®

Precautionary measures
The third and crucial problem with the GMOs in regard to the SPS
Agreement is that reliable scientific information on their safety and
effects on health or environment in a long term is simply missing (or in
a more formal language — is insufficient). Significant scientific

24



uncertainty, which genetic modification inevitably involves, is highly
important to both — regulators and consumers — at least in Europe. In
relation to the scientific information the Panel acknowledged already in
Asbestos case that settling a scientific debate is not in its function, as
it is not composed of experts in the field. The Panel would limit itself to
a mere determination whether sufficient scientific evidence exists to
conclude that there is a risk for human life or health and that the
measures taken by the Member are necessary in relation to the
objectives pursued.® However, in the GMO case the Panel will have to
decide on the ‘insufficiency of evidence’, which in itself can be another
‘scientific debate’.

While ‘scientific uncertainty’ is not the same as ‘insufficient scientific
evidence’, the WTO case-law is not clear what influence the first has
to estimating the second.” Although this paper is definitely not aimed
at determining the credibility and safety of the products of modern
biotechnology, still ‘uncertainty’, ‘ignorance’ and ‘ambiguity’ are the
words often coming together in the context of the effects of different
uses of GMOs. As far as the provisions of the SPS Agreement are
concerned, the case ‘where relevant scientific evidence is insufficient’
is covered by Article 5(7) SPS. This article is understood to govern
‘precautionary measures’ in the light of WTO.™

A precautionary measure under Article 5(7) SPS also has to fulfil several
conditions, the most important of which is the provisional character of
the measure. Moreover, a state is obliged to seek to obtain any additi-
onal information and review the precautionary measure. Obviously,
none of these conditions (i.e. provisional character and renewable
measure) was fulfilled when authorisations of particular GMO products
were stalled in the EU. On the other hand, it could be claimed that the
moratorium itself was a certain precautionary measure: as it is lifted
up now, it was only a ‘provisional’ measure, which continued untill
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appropriate procedures and safety assessments were put in place.
Thus a broader dispute on risk and precaution in case of insufficient
scientific evidence on (un)safety of GMO should be looked at.

3.2.3. Precautionary principle

The role and employment of the precautionary principle is perhaps the
most contentious area in the GMO dispute. Commentators cannot
agree on its definition and applications and this principle is not
interpreted in the same way on the both sides of the ocean. To put it
simply, the precautionary principle consists of two elements, first:
»philosophical authority ... to take public policy or regulatory decisions
about the protection of the environment or human health in the face of
scientific uncertainty, or worse, ignorance“ 2, and second: ,basis for
acting in advance of scientific proof of harm to address uncertain but
significant risks".”®

‘Europeans’ are considered to be generally more cautious in their
policies than their counterparts on the other side of the ocean, while it
is hot necessarily true empirically.” In the case of GMOs American
policy is in fact much more permissive.” The precautionary principle
causes so much controversy, because it is difficult to apply it within
regulatory framework based on rationality. It also reveals a multifaceted
problem of integration of science in a complex decision-making under
conditions of uncertainty.” From the legal point of view the reversed
burden of proof in the European approach of precaution is the most
important issue, which causes most of the existing troubles. While in
the face of scientific uncertainty one cannot really have a proof that
something is harmless, there is a legitimate question, how much and
how deep should one investigate looking for a potential harm and what
kind of proof matters.
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Precaution v. risk assessment

Because of many uncertainties precaution is an inherent element of
the risk analysis of GMOs related hazards. Many put precaution in
contraposition to science’”, however under conditions of uncertainty
and ambiguity, both conventional (i.e. cost-benefit based) risk
assessment and precautionary approaches necessarily include
considerations that are not purely scientific.”® Assertion that risk
assessment is based on ‘pure science’ would only undermine the
credibility of regulatory institutions and the associated science, thus
raising the chances for flawed decisions.”

As mentioned previously, under conditions of scientific uncertainty,
where no proof exists that something is ‘really’ safe, it is not clear,
where the risk assessment should stop. The precautionary principle
states, that one should always err on the safe side. In the EU law (in
the Commission’s decisions as well as the Court’s jurisprudence) the
guestion of balancing of different economic-social-environmental
interests without granting unjustified supremacy for one over the other
is raised. Here the cost-benefit, which means that one should
investigate as much as is possible into the particular economic
circumstances, comes into play. Again the limit, where the investigation
should stop and assume safety or risk is not defined.

The main problem of employing the precautionary principle to justify
EU measures on GMOs in the light of Article 5(7) SPS and the SPS
Agreement in general is linked to different perceptions of this notion
across the ocean, and the uncertain role it has the WTO.

Different perceptions of the precaution and their impact on the
dispute
In the EU law the precautionary principle is ‘one of the most powerful
weapons on the environmental arsenal’®®, and lately it is strongly
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supported by the Commission at least in its policy documents. In its
Communication on Precautionary principle the Commission
acknowledged the broad range of definitions of the precautionary
principle and awarded it an important role in the EC decision-making
process.®! It is important to stress that according to the Commission
not only an unacceptable risk and scientific uncertainty have to be taken
into consideration, but also public concerns (socio-economic
information, technological perspectives) must be considered as addi-
tional factors.®? Finally, according to the EU perception of precautionary
measures such measures may be permanent (as opposed to the
measures provided for by Article 5(7) SPS). However, a stick has two
ends however and in the area of risk regulation the Member States
start claiming the same precautionary autonomy, which the
Commission claims to the international community, in their intra-
Community relations.8?

Recognition of the principle by the Community judicature is, however,
less unequivocal, and therefore is exercised more cautiously.®* The
CFl used to include in its judgments on the precautionary principle the
statement that public values, such as human health, should take
precedence over economic considerations.® A very wide margin of
discretion that CFI left for Community institutions was considered to
put European precautionary measures in an unfavourable position in
case of ‘WTO proof’.2¢ And so it happened.

Later the ECJ, however, was more moderate about the extent of the
discretion granted to the Member States.®” As the ECJ is not much
concerned with compatibility of precautionary measures on GMO with
the international trade, its considerations about the risk and precaution
compete only with those about the internal market. Thus the ECJ is in
fact forced to give equal weight to both these interests: the
precautionary protection (of human health) and free movement of
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authorised GM products within the Community. The ECJ is hence also
placed in front of the conflict between two major principles of Community
law — the free movement and the precautionary principle. As a
consequence, European approach to precautionary principle becomes
two-sided. On the one side invoking precaution is hardly permitted to a
Member State against the other one by the Community courts. On the
other side the Commission favours the use of the precautionary
principle against third countries. In practice this means that the
precautionary principle is not an easily applicable instrument, in part
probably due to the fact that trade interests of the EU (firstly — intra-
Community, then also — with third countries) are often given priority
over environmental ones.

At first glance interpretation of the precautionary principle in the WTO
regime (and the US) is similar, if not identical, as the precautionary
principle is designed to help in situations where the regulators are faced
with uncertainty. Yet the similarities are rather superficial, as the
principle is rationalised in fundamentally different ways.® The most
important differences concern general regulatory issues, such as social
and scientific rationality in GMO regulation, approaches to risk
assessment and risk tolerance, perception of precaution, as well as
role of science on the both sides the ocean. Current divergent trends
in biotechnology can be attributed also to the different belief about the
role of science in the society.

The current conflict between the EU and the WTO regimes stems
thus from the fundamental difference between their priorities:
respectively safety issues or the free trade (where safety measures
can only be based on ‘pure science’)®® Moreover, in Beef Hormones
the Panel stated that the precautionary principle has been incorporated
and given a specific meaning in Article 5(7) SPS.*° The AB added that
this principle does not serve as a ground for justifying SPS measures

29



that are otherwise inconsistent with the obligations set out in particular
provisions of the SPS Agreement.®* It is to be seen in the next months,
whether the Panel would follow the same line of reasoning on
precaution in case of the GMO. It is worth noting that in neither of the
two other WTO cases on food safety Australian Salmon, dealing with
a ban on salmon import on grounds of possible diseases, and US-
Japan agricultural products, contesting Japan’s quarantine and
fumigation restrictions on certain products, the DSB was satisfied with
the submitted scientific evidence. The position of the EU is even more
complicated because of the safeguard measures adopted by the se-
parate Member States: those safeguard measures are at odds with
Community legislation and their compatibility with a balanced approach
to the precautionary principle is rather questionable.

Precaution as a reflection of the MEA problem in the
WTO

The final, but still major problem related the precaution in case of GMOs
and trade rules, reflects a more general problem related to taking into
consideration of environmental issues in the WTO. If the GMOs dispute
is really to be called ‘a supra-national battle’ over science and
precaution®?, then this battle does not take place only in one level namely
the WTO. Former trade partners (if EU and US relations in light of
GMOs can be called partnership at all) put the GMO dispute on other
international arenas as well.

Under the auspices of UNEP Convention on Bio Diversity (1992) the
famous Cartagena Protocol, to which the EU is a party while the US
are not, was adopted in 2001.% This treaty is deemed to be a
precautionary instrument for international risk management that aims
at establishing principles and rules for decision-making on trade in
GMOs.** The Biosafety Protocol requires the parties to apply the

30



precautionary principle in the case of scientific uncertainty (Articles 1,
10(6) and 11(8)) and strengthens the prerogative of importing nations.
Contrary to the SPS Agreement, the Biosafety Protocol contains neither
a requirement for provisional character of a precautionary measure
nor any requirements for periodic review of it.

If according to the Biosafety Protocol, the importing state has a right to
deny access to a GMO on the basis of the precautionary principle, the
guestion arises which rules prevail: those of the Protocol or of the
SPS Agreement. Although in this regard, the Cartagena Protocol is
considered being ‘a treaty that may be too self-conscious of its relations-
hip with international trade law’®, there is no final solution.®® The
preamble to the Protocol seeks to reconcile two quite contradictory
solutions: it recognises the existing rights of WTO members while at
the same time not subordinating the Protocol to other international
agreements. Hence the Protocol viewed separately does not help much
to find a solution to the unpleasant WTO/MEA problem.

The WTO v. MEA (Multilateral Environmental Agreements) conflict first
started with Tuna Dolphin case and by some commentators was
considered effectively solved in the Shrimp Turtle case.®” However,
the fact that the US do not revoke their claims after the EU could be
considered to have lifted the moratorium, may be explained by the
wish to obtain the clarification of WTO/MEA relation.®® As it is not likely
that in the foreseeable future any creative political resolution addressing
this problem will be adopted within the WTO Committee on Trade and
Environment, thus the ultimate resolution seems to be left for WTO
dispute settlement bodies. It is, however, disputable whether the rulings
of panels and the AB are able to resolve much deeper political tensions.
In the absence of political conciliation on the issue®, the future does
not look bright for ‘peaceful’ resolution of this particular GM dispute

31



under auspices of Cartagena Protocol. Neither the general greening of
the WTO could be expected.'®

3.3. The change in the EU regime and the TBT Agreement

It would have been too simple, if the European GMO regulation had
caused problems related only to the SPS agreement. It also raises
serious doubts in the light of the provisions of the TBT Agreement.

The TBT Agreement, which aims to prevent producer protectionism
by non-tariff restrictions, requires non-discrimination between like
products in application of mandatory regulation or labelling related to
health and safety issues. GMOs related question in the framework of
application of the TBT agreement is whether conventional non-GM
products and GM products could be treated differently, where GM
products are substantially equivalent to non-GM products. The TBT
Agreement covers only those technical standards and regulations,
which are not covered by the SPS Agreement.'® The labelling of foods
derived from the biotechnology is designed to meet ‘consumer’s right
to know’ requirement, but no longer ‘health and safety’ reason, because
authorised GM products are assumed to be safe as evaluation of their
safety goes before placing them on the market (and before labelling
them). Thus the EU’s labelling and traceability regime falls under the
TBT provisions, while the moratorium on the approval of GMOs, as it
stood till May 2004, does not seem to.1%?

The new EU’s regime and mainly the oncoming application of labelling
and traceability requirements pose justified questions on its conformity
with the TBT agreement. Difficult to implement mandatory EC rules
on labelling (not to mention those on traceability) will not easily pass
scrutiny under the TBT Agreement because of the points indicated
bellow. Firstly, it is not clear if the system of mandatory labelling is
compatible with the WTO rules. Voluntary, participatory, market-based
and transparent environmental labelling schemes are generally agreed
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to be potentially efficient economic instruments by most WTO
Members. In addition, they are, generally, viewed to be less trade
restrictive than other instruments.**® Thus not discriminatory voluntary
environmental labelling schemes would likely to be approved even if
they are used to describe production method (as distinct from the
product itself). On the contrary, obligatory GM labelling gives rise to
controversies, comparable to those raised by the access to market
issue. Secondly, this labelling and traceability regime, although argued
to be justified by strong demand from European consumers to label
GM foods, is based on the method of production and not on the product
itself.1%* Yet, a technical regulation, covered by the TBT Agreement,
‘may also include or deal exclusively with terminology, symbols,
packaging, marking or labelling requirements as they apply to a product,
process or production method’ (emphasis added). Inclusion of the PPM
in the definition of technical regulation allows argument, that contrary
to the ‘likeness’ under the GATT, the TBT Agreement permits to
differentiate technical regulation (e.g. labelling regulation) of products
according to the PPM. Although, according to traditional ‘hard science’
based analysis there would be no product related differences (that
could serve as criterions for specific labelling and traceability
requirements for GMOSs), the EU could justify its labelling and traceability
regime as applied to the PPM. Thirdly, like most of the WTO
agreements, the TBT Agreement requires that respective measures
would not create unnecessary obstacles to international trade, i.e. that
they would be proportionate to the legitimate objective they pursue.
Whether labelling and traceability of the GM products, according to the
EC rules, are technically and economically feasible, is a matter of
substantiation. It depends largely on how the rules will be implemented
in practise.

On the other hand, under the TBT Agreement there are aspects that
make it easier to find justification for EC rules then under the SPS
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Agreement. The TBT Agreement refers also to the standards of Co-
dex Alimentarius Committee. As in case of the SPS Agreement,
conformity with international standards creates a presumption of
conformity with the TBT Agreement. However, as in case of the risk
assessment under the SPS Agreement, those international standards,
i.e. Codex guidelines, do not answer all relevant questions. Consen-
sus on the labelling of food products obtained through GM techniques
has not been reached although discussions on the subject last nearly
ten years. According to the latest draft, obligatory GMO labelling would
be required only when the composition of food were ‘no longer
equivalent to’ or, alternatively, ‘differed significantly’ from the initial
product.’®® This proposal differs substantially from the view advocated
by the EU whose position is that mere process of genetic modification
consitutes a sufficient ground for obligatory labelling. The issue of
traceability has experienced even a more bumpy way in the Codex
Committee. Some form of it, called ‘product tracing’, could now be
found among agreed risk management measures as one of the so-
called ‘post-market monitoring’ measures.'®® The ‘post-market
monitoring’ would require a case-by-case consideration of a need and
utility of each measure while EU regime foresees automatic tracing
for all and every'®” product containing GMOs after placing them to the
market. This difference leaves room for various interpretations when
taking a decision whether traceability of a particular GM product would
be justified.

Finally, if the modified EU regime (in particular labelling and traceability
schemes) falls outside the SPS Agreement and thus should be
analysed under the TBT Agreement, the latter is more lenient in terms
of possibility to find a justification of national measures for reasons of
public safety, environment and other objectives.'® This clearly non-
exhaustive list of exceptions would allow the EU to include also other
socio-economic considerations, such as consumer protection and
preferences to justify labelling and traceability schemes.
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Summarising the analysis of the GMO dispute under the WTO
regulations, it appears that there are numerous points of conflict and
discrepancies. Not smaller in number are different ways of interpretation
of main relevant WTO agreements: the GATT, the SPS and the TBT.
Which WTO agreement will apply to a particular measure challenged
in the GMO dispute will therefore largely depend on the policy objectives
behind that measure.'%

Qualification of the lifting the EU’s de facto moratorium and recent
approvals according to the new legislation constitute a separate point
of interest. Despite the fact that the EU quite visibly tries to abandon its
‘moratoria’ measures, the US show no sign of backing down yet.
Although the US has a possibility to withdraw the complaint it does not
seem very keen to use it. The reason behind the behaviour of the US
could be the need for a definite clarification of a broad range of GMO
related issues in the light of the trade law that makes the US and its
co-complainants to uphold the present dispute. If the US succeed
proving the inconsistency of the EU moratoria measures, it will be rat-
her a ‘moral satisfaction’, as the EU would already have implemented
the claimed remedy — putting an end to the de facto moratorium.
However, lifting of the moratorium is not resulting in freer trade in GM
products yet, as the new labelling and traceability system remains strin-
gent enough to constitute a significant trade barrier. It is more likely
that a second round of GMO war, related to consistency of the new
traceability and labelling requirements of the EU with its undertakings
under the WTO regime, will be launched.

PART FOUR. DISPUTE SETTLEMENT PROCEDURE IS
LAUNCHED... AND SO WHAT?

In three previous parts the key issues of the dispute were presented
together with problems that arise from the conflict of the EU and the
WTO regulatory systems. To sum up, the WTO dispute settlement
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bodies are facing a set of long-standing complex questions and
answering them is crucially important for the further development of
the ‘rules based’ system of the world trade law. Each of these issues
raises a number of controversies: the problem of likeness (of GM
products to non-GM products); the depth of risk assessment (and the
role of science and non-scientific factors); definition and scope of
application of precautionary measures under the SPS Agreement;
evaluation of national regulatory mechanisms, where the required in-
ternational standards are missing; relation of trade rules with the mul-
tilateral environmental agreements (the SPS Agreement versus
Cartagena Protocol); and the relation among the different WTO
instruments. This array of legal problems shows that the interaction of
these two systems (the EU and the WTO) is rather complex, but it
does not answer the basic question, whether the biotech related issues,
one of the freshest ‘pommes de discorde’ in the field of international
trade should at all be solved in the framework of the WTO.

4.1. Is the WTO is a proper forum for biotech related issues?
Biotech issues are lately a sensitive issue and is discussed in many
international foras (in the context of the topic of this paper the work in
the Codex Commission, as well as in the Conference of Bio-Diversity
Convention and WTO Committee on Trade and Environment are of
particular relevance). Links between trade related issues on the one
hand and food safety and environmental requirements on the other
press international community to develop coherent rules for GMO
related issues. The first and basic precondition for successful work in
any of the international foras is a political will to find a consensus. The
EU is making significant efforts in all those foras to adopt provisions
that would play to its hands — such as the broader precautionary
principle, rules on traceability — while the US is constantly opposing to
such attempts.
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In this light it is highly questionable whether the WTO may act as an
ultimate interpreter of the GMO related issues for several aspects and
reasons. Firstly, it can be claimed that the WTO cannot properly take
into account potential socio-economic impacts of the GMOs in all the
countries, since these have different conditions and priorities.t°
Secondly, the question of relation between the trade rules and the
MEAs, which was already briefly mentioned, raises doubts if the WTO
should be the place where the question of their subordination is resolved.
Finally, procedural deficiencies (limited investigation possibilities,
growing number of cases of non-compliance after final DSB
disputes™™) of dispute settlement mechanism within the WTO do not
reinforce the WTQO'’s image of an instance where the GMO dispute
could be effectively solved. Having in mind the abovementioned situation,
the possibility to include non-economic considerations to the WTO
framework through the GMO dispute will be looked at further in the text
as well as the possible outcomes of the conflict.

4.1.1. Opening the WTO to non-economic issues

The ‘big’ controversy of this GMO dispute is that it is not a mere trade
conflict challenging the EU regulatory regime, but it also triggers deeper
non-economic issues. It touches upon the environmental
considerations and their importance to the ‘free trade aim’, as well as
it raises question of possible introduction of consumer preferences. It
also poses the more philosophical problem, what risks (how certain or
uncertain) a particular society is supposed to take and what role science
should play in this society, in other words, where to draw a line between
cautiousness and ‘trade-is-always-good’ approach.

Although continuously debated, opening of the GATT to the non-

economic issues (ranging from environmental issues to human rights
standards) so far was not achieved. The question remains unanswered
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though if the WTO has a mandate to settle such disputes related to
such non-economic issues on the base of merely the trade rules. On
the other hand, opening of specific SPS and TBT agreements to non-
economic issues that are difficult to measure (consumers fears and
preferences, for example) raises fears of putting into danger the
balanced WTO mechanism. It is argued that the admittance of the
non-economic issues to the WTO framework would make it very
difficult if not impossible to detect when countries in fact indulge in
simple producer protectionism*'?, which from the point of view of WTO,
seems to be presumed underlying reason for all national regulation.
Although a more restrictive political and regulatory framework was an
impediment to the progress of European biotech industries, rather than
their protection3, this argument could not be employed to defend EU’s
position.

As the WTO agreements presume producer protectionism and do not
take into account consumer preferences, the WTO members are
trapped between their international WTO obligations and domestic
consumer demands.'* Such entrapment is blatant in the case of the
EU GMO regime. The Commission at the same time is viewed as a
‘bad guy’ who wants to foist GM food to the bristled up European
consumers from one side, and as untrustworthy trade partner that
circumvents trade regulations in various ways, thus frustrating its trade
partners from the other.

While consumer protection is not the sole ‘excuse’ for the EU GMO
regulation, links could be also drawn with the environmental protection
as a justification ground. Previously discussed Cartagena protocol
suggests, for example, a risk mitigation strategy that would go beyond
the ‘hard’ science-based decision-making, and take ethical, political,
and socio-economic considerations into account (Article 26). Such
individual GMOs strategies would also vary from country to country,
as they do now. Should such differences in perceived ‘danger’ of GMOs
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by the societies be levelled or is it still permitted and why should it be
the WTO that decides on the answer to this question? It is
understandable, why the US and their co-complainants wanted to bring
the issue before the WTO, although ‘trade’ is not the main issue of this
dispute. Most of other international stages, in which questions related
to the GMOs and modern biotechnologies are addressed, do not and
cannot provide a way for effective dispute resolution. Enforcement
procedures of the relevant MEAs (monitoring and reporting, e.g.) lack
efficiency when compared to the dispute settlement process in the
WTO. Thus the WTO process is much more powerful mechanism for
the resolution of trade and environmental conflicts. That in turn leads
WTO members (at least some of them) to bringing GMO related
guestions to the framework of the WTO.

4.1.2. Possibility of a negotiated settlement

The final doubt on whether the WTO is an appropriate place to solve
this biotech dispute lies in the very nature of the dispute settlement
mechanism. Although highly institutionalised framework with a balanced
set of rules is the main element of the dispute settlement mechanism
it never excludes a possibility of a negotiated settlement in any stage
of the dispute.*®

On the one hand, such possibility to negotiate the outcome would
probably leave all those important questions and problems, which were
discussed above and which need the answer, unanswered. In this
sense the GMO dispute would be solved under-the-table way depriving
international community and separate states without guidelines on how
to balance their biotechnology regulation with the requirements of free
trade. Furthermore, despite the fact that compromise would mean that
the US and the EC have found a common point of view, such outcome
is unlikely to satisfy their voters. Negotiating out of the dispute would
make the WTO dispute settlement look less transparent, and this would
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give an additional argument to the opponents of the GMOs in Europe
to claim that the undemocratic Commission with the non-transparent
WTO have silently agreed something behind the closed doors.

On the other hand, although in some degree an amicable resolution of
a dispute would lessen political tension among the involved parties
considerably™®, it is not likely to happen having the ideological nature
of this dispute. The basic principle in question goes beyond simple
mere requirements of authorisation to place the GMOs on the market,
but as repeatedly mentioned, concerns substantial issues of diverging
regulatory regionalism across the ocean, inclusion of non-economic
problematic to the WTO etc... The US and the EC having completely
opposite views on each of the questions do not seem to be keen to
soften their positions. One more reason, why the opponents will decline
the option of negotiations on the issue is the fact that the decision of
the Panel (and the AB decision, when it comes) will not necessarily be
complied with. The likely development of the EC not properly
implementing the negative decision is discussed bellow.

4.2. Will the EU enforce a negative decision?

According to the analysis presented in the preceding chapters, the
main initial plea of the US in the dispute is likely to be satisfied and the
de facto moratorium to be found inconsistent with the WTO obligations.
It is likely that the Panel will support arguments of the US and its co-
complainants and recognise that the EC once again has ‘acted
inconsistently with the requirements contained’ in certain WTO
provisions. Such resolution, however, will be only ‘harvest of trouble’
as elegantly named by Isaak/Keer, already referred to above.

Firstly, the ruling against the EC will fuel hostility towards the WTO. In

fact nobody, except the directly concerned, will read three hundred
pages of the Panel decision, which presumably will contain a logical

40



and intelligent reasoning, and give answers to many of the problems
posed by the dispute. The headings of press releases (like ‘the WTO
rules against EC GMO regulation’ in the mildest form) will be the mate-
rial on which irritated Europeans will base their opinions. This decision
will be shown not as a decision against the inaction of the EU and its
incapability to perform in the field of biotechnologies during the 90s,
but rather as one more WTQO's decision against human, animal health
and environment. It will be seen as denying regional EC regulations on
the GMO, which are deemed to be aligned with public opinion and
consumer preferences in this area. Secondly, the negative ruling will
be portrayed as one more victory of big-and-bad multinational firms
that develop and consequently want to export the GM products, rather
then of biotechnology itself.

Moreover, it will certainly upset the EC and there would be danger that
it could be discouraged from pursuing reforms of the CAP in order to
move forward with the negotiations of Doha Agenda'’. The negative
decision could even de-motivate the EC from further completing and
consistently implementing the new regulatory framework on bio-
technology (which at the moment seems to be the only possible
concession that the EC is ready to offer for its trade partners
simultaneously making compromises with its constituency). Finally,
the environmentalists will again raise their claims that trade
liberalisation, promoted by the WTO, is achieved only at the expense
of environment, if the Panel decides against the Cartagena protocol
as well. 8

Bearing in mind that points of conflict in this dispute between the WTO
regime and the EU policy are humerous, the ‘negative’ effect of the
ruling might be softened in admitting that the EU was still right in some
aspects. For example, if the Panel recognised that only the moratorium
was trade-inconsistent, but that with the new regime the EU has indeed
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changed its performance in respect of the GMO, then the request to
bring measures of the EC into conformity with its WTO obligations
would become obsolete.

It is clear that the enforcement is a critical phase of the dispute. As
quite recent experience in the in some sense similar Beef Hormones
dispute shows, the EC is not going to smoothly comply with the nega-
tive ruling of the WTO. The final AB decision in Beef Hormones was
adopted in January 1998 and unsurprisingly the EC has declared that
it would require a ‘reasonable period of time’ for the implementation of
the report because of impracticability of the immediate compliance.**®
After the EC failed to comply with its obligations within fifteen months
‘reasonable period’, the US went further in the procedure and in May
1999 it requested authorisation of suspension of the tariff concessions.
Thus the formal resolution of the dispute did not lead to actual
implementation of it, but all possible procedural actions were taken to
delay such implementation. Even despite retaliation measures that were
started in 1999, the EC first communicated its complete implementation
in October 2003.12°

Another arguable question is whether the communicated directive
indeed implements the WTO decision, as it leaves the uses of the
hormones in dispute ‘provisionally’ suspended?*?!. The EC has always
affirmed that it wanted to comply with the reports adopted, but never
showed willingness to withdraw its measures???. The US has in turn
seen EC’s ‘implementation’ as an affront and thus looked for the ways
to strengthen pressure on the EC, for example by seeking to apply the
highly discussed ‘carrousel’ retaliation.*

Since the retaliation does not help to gain access to the wanted markets,

the implementation procedure, which is supposed to put an end to the
trade restrictions, resulted in even larger trade distortions in Beef Hor-
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mones. Hence the lengthy dispute settlement procedure, the uproar
caused by the reports and the strengthened tension between the parties
did not serve to achieve the pursued goal — removal of trade barriers.
On the contrary, it locked the parties in the vicious circle of quarrelling
on the same problem further on instead of co-operating to solve it. As
the expansion of a trade conflict is not in the interest of either party, it
also proved that the WTO dispute settlement mechanism does not
have effective enforcement if there is no political will, which is very
harmful to the credibility of this mechanism and the organisation itself.
The fact that the EU, being one of the main supporters of the trade
liberalisation, does not obey to the rules it agreed upon seriously
undermines the WTO order. This loss of the credibility by the WTO
will only increase if the EC systematically ignores or circumvent for
the second time in turn a negative decision having such a high profile
as the GMO decision. The probability that the EC will follow the similar
pattern of behaviour in case the GMO dispute is not solved in its favour
is very likely. Given the pressure from the Member States (which is
caused in the large part by the public hostility to the GMOS) it is
unimaginable that the EU would switch to the ‘North-American’ style of
biotechnology regulation. The only thing that the EC would probably
implement is the lifting of the moratorium (which is already happening)
and properly implementing its current regulation. Finally, a decision
against the EU will have rather negative impact on the biotechnology
as such, by maintaining especially weak public acceptance of the GM
products in Europe. Moreover, development of the biotechnology is
claimed to be hampered by the further regionalisation of the regulation
of GM products, as other countries will be forced to chose between
the EU-compatible or WTO/North America-compatible GMO regulation,
depending on that which markets they consider more important. Such
regionalisation of GMO regulations could in turn boomerang the multi-
lateral trade liberalisation in the form of a protectionist block.'41%
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4.3. An Alternative: conditional admittance of GMOs

The previous part described the ‘doom’ scenario of this WTO dispute
that could result in deepened transatlantic tensions, a further loss of
credibility of the WTO and a failure to achieve multilateral solution to
the problem. Before the report of the Panel is adopted, any prognosis
on the outcome is a mere speculation. Indeed one cannot exclude that
also the approach adopted by the EU will be favoured, as the European
precautionary approach is still based on insufficiency of scientific
evidence and to some extent also on international standards (certainly
on Cartagena protocol and, depending on interpretation, on Codex
principles). Moreover, if the Panel finds that the moratorium is indeed
lifted there is no much sense in condemning it. Thus the possible
outcome depends on the interpretation of all the individual issues
discussed above. Legal background allows broad range of
interpretations and therefore almost any outcome is possible. In the
following paragraphs, a more workable solution to the problem of the
GMO acceptance in Europe is suggested.

4.3.1. Let consumer choose

With some reservations it could be said that the divergence of the EU
and the US policies in respect to the GM food products was caused,
because the two have addressed the arrival of biotechnology from very
different perspectives. In the light of novelty of the GMOs in food with
its alleged dangers and unknown effects, several policy options were
available. The first option roughly was a simple ban of use of GMOs in
food products. The EC novel food policies before the WTO dispute
was a better-hidden and more sophisticated form of such ban.'? The
other extremity was the integration of conventional and biotech varieties
into one production stream. This view was adopted in the US with their
notion of substantial equivalency. It is quite obvious that these two ex-
tremes are not compatible and no supranational dispute settlement
mechanism would be able to combine them.
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The only sustainable solution therefore would be a search for a middle
way between the two extremes. As the underlying idea behind the
restriction of the usage of the GMOs in food in Europe is the public or
consumer refusal, let the consumer then indeed chose if he or she
wants to buy and eat the GM food. The third way thus would be a
creation of two production tracks and introduction of a labelling system
to allow the consumer to identify the two varieties.*?” Of course such
suggestion implies that tracking and labelling of food products containing
GMO are feasible. In practice, however, it will not be easy, bearing in
mind that the only thing that in many cases differentiates a GM product
from a non-GM product is a production method and not a detectable
physical difference.

When two varieties of food products (containing GMO and GMO-free)
are identified, then the real usage of the GM foods will depend on how
consumers indeed accept them and how do they perceive danger and
safety of such food. The perception by the consumers of GMOs and
GM food products is, however, a tricky issue. Lately general hostility
towards biotechnological applications in food products seems to be
rather steady and rather insensitive to such incentives as price of a
GM product. Yet what people say in surveys and what they would do in
a super-market is not always the same.

The study, carried out in 2000 showed that far not every customer
perceives the use of GM technology in food production to be a threat to
food safety and of those who do, not all do so for the same reasons or
to the same extent.'?® Acceptance of GM food would increase, if
consumers’ perception of safety of GM food improved. In this regard,
communication by policy-makers and other stakeholders is essential
to address consumers’ GM food safety concerns. The curious thing is
that the mythically cautious and anti-GMO directed consumer indeed
tends to behave differently in a particular situation when he/she faces
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the actual choice of buying a GM product, as another recently published
experiment illustrated.'? The research not only questioned if the anti-
GMO sentiment expressed in surveys would be reflected in actual
purchase behaviour, but also showed that hypothetical decisions (such
as in surveys) of individuals may differ from a real commitment to
purchase.?°

Ironically, surveys show that individuals are willing to consume GM
food but oppose to itin general.*** While surveys accompanied by media
hysteria show, that the only appropriate policy satisfying the picky
European consumer would be a total ban on GM foods, the described
experiment, however, brings evidence that substantial part of the
consumers would buy GM foods and accordingly receive a welfare
gain (if the products are cheaper). On the basis of this data it could be
suggested not to ban marketing the GM food and thus not to lose gains
of trade.’®? This recent data advocates segmenting the market into
GMO-free products and products containing GMO. Hence, as long as
the segregation costs are not greater than the welfare gains from the
market segmentation it would be economically justified to establish
two separate production tracks.'*

Economically reasonable theoretic solution thus seems to be a system
of labelling.'* Those numerous Europeans who remain sceptical of
the benefits that genetic modification can deliver or who, for perceived
quality reasons, prefer conventional or organic foods, would retain their
unquestionable right to have access to the food they wish to consume,
provided that authorisation mechanism functions properly and GM-
products that get to European market are indeed safe.*® However,
there are several aspects capable of complicating the situation. Firstly,
not all consumers buy food themselves and have a possibility to check
what the particular food product contains (for example, people also
eat in restaurants and other public places). Public caterers are entitled
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to receive information about the existence of the GMOs in food in the
same manner as the final consumers, yet they are not under the
obligation to provide such information further.*¢ Specific rules
concerning information to be given by mass caterers providing food to
the final consumer may be adopted through comitology procedure,
but they are not yet. Secondly, the consumer choice makes sense
only if the labelling is really accurate. The new legislation establishes a
comprehensive labelling system for all food containing, consisting of
or produced from a GMO. The presence of the GM material in
conventional food does not have to be labelled only if it is below 0.9%
and if it can be shown to be adventitious and technically unavoidable.
Thus the threshold to treat food as conventional (or GMO-free) is set
pretty low. Moreover, increasing demand for ‘organic’ or ‘bio’ food
creates the demand for a 0 % GMOs food. Hopefully a call for a lower
threshold for ‘organic’ than for conventional product labelled as ‘GMO-
free’ will not bring more confusion and will not end up with some
products being described as ‘GMO-free’ and others described as ‘more
GMO-free'.

Therefore it could be said that the new EU regulatory framework (or at
least the reasoning lying behind it) reflects a middle-way solution to
the GMO dispute, if now also its proper implementation follows. Turning
to the proposal to accept the GMOs under a strict condition of market
segmentation and the way the EC copes with this proposal, it should
be noted that it also will be measured by the WTO gauge. The major
guestion here is whether the new system in the EC is compatible with
the trade rules. Obviously it is ‘more trade consistent’ than the contested
moratorium. As discussed in the preceding Chapter § 3.3. on the TBT
Agreement, the WTO approach to the mandatory labelling, as opposed
to voluntary labelling schemes, is, however, somehow ambiguous. And
the case law on interpretation of the TBT provisions is rather humble,
leaving the Panel a lot of discretion and commentators a broad field for
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speculations. On the one hand allowing GMOs to the market under the
strict labelling/traceability requirements is a large concession from the
EC side, overstepping dislike of GMOs by the broader public. On the
other hand it gives rise to fears that it would be an intermediary step to
even more restrictions on ‘green’ biotechnology.**” In addition the GM
exporters are equally unhappy about the labelling and traceability
requirements as with the moratorium, since the enforcement of the
new requirements involves the introduction of a costly crop identification
and segregation.'3®

However, the only way to move away from the deadlock is if
complainants in the dispute realise that labelling and traceability is the
price to pay to end the moratorium.**® The most absurd, but still possible
outcome of this bio-mess in the WTO would be if the panel/AB decided
that the moratorium, since it has been lifted, was a ‘provisional
precautionary’ measure, compatible with the SPS Agreement and then
the US & Co launched a new ‘trade war’ on the new regime of the EU
in respect of labelling and traceability issues.'*

CONCLUSIONS

The dispute over biotechnology products has thus started; and the
Panel has a role to play now. However, a mere initiation of the dispute
made the EU to move towards a more trade compatible GMO
regulation. The initiation of the dispute has mobilised Commission to
push forward the changes into the stalled European biotech sector.
With the new regulatory framework it seeks to accomplish its vision of
safe and beneficial usage of biotechnology, which among other issues
also embraces admittance of GM foods (provided they are assessed
to be safe) to the European markets. The declared goal to make
European biotechnology sector more competitive perfectly suits to the
surrealistic Lisbon agenda goals and serves as a ground for any
supposedly ‘effective’ measure. While the Commission seems rather
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determined to push forward with the GMO approvals, the Member States
use every possible loophole — as for example the adoption of very strin-
gent provisions on liability — to reflect their more cautious policy towards
the GMO. It seems that the fact that the Commission has acquired
competences to deal with trade in GMO in the WTO, and to meet the
consequent social, health and environmental problems therein, incites
the Member States to partisan resistance in order to avoid submission
to the disputable interest balance suggested by the WTO. The
Commission thus finds itself facing both — the frustration of the trade
partners and the opposition from the Member States in the GMO issues.

The double aim —to please both its Member States and its trade partners
— hinders Commission’s efforts to transform European GMO regulation
to a more workable and trade compatible form. While the EU is obviously
changing its approach to GMO approvals, almost any outcome of the
dispute in the WTO (favouring either the complainants or the plaintiff)
is possible. Moreover, the law governing the dispute allows for various
interpretations and many of the facts of the case, especially the crucial
one on the safety of the biotechnology, are ambiguous. Thus the
decision, whatever it shall be, will be rather a political and not a legally
unambiguous decision. The Panel has to choose between a
condemnation of the EC, which will most likely lead to non-
implementation with consequential negative effects for the world trade
system, and upsetting the complainants, which will in turn most probably
result in the second dispute challenging the updated EU GMO regulatory
framework.

Such never-ending litigation could be stopped only through a
constructive dialogue, if both sides were willing to really find a solution
to the multifaceted problem of the use of GMOs in food, or more
generally about their broader uses and dangers. The GMO dispute is
note a mere trade dispute, it is also a principal conflict that touches
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upon many non-economic values, and thus the dispute settlement in
the WTO cannot cover all the relevant problems related to the resolution
of this conflict. In this respect all the existing international fori could
and should be employed.

Answering the question posed in the title — ‘shall Europe further abstain
from Frankenstein foods?’ — it could be said that, to the regret of many,
the EC cannot escape from the international obligations it has
undertaken. The moratorium is over, and the GMOs will come to the
European markets. Sooner or later they would have come in roundabout
ways. Thus a strict system of market segmentation and labelling, which
is provided for by the new EU GMOs regime, seems to be economically
reasonable solution. However, such economically motivated solution
does not solve the ethical dilemmas posed by GM-foods and does not
indicate the point when the biotechnology should and must to stop
reconfiguring the natural order. It will simply allow those many
Europeans, who remain sceptical of the benefits of GM food and/or
prefer conventional or organic foods, to access the food they wish to
consume. This is feasible, however, only if one crucial condition is met
— the authorisation mechanism functions properly delivering only indeed
safe GM-products to European market. Moreover, it is desirable that
new EU regime, if promptly implemented, will pass the WTO scrutiny.
In addition it is even more desirable that it will function in the real world,
providing that all GMOs that get to European markets can be labelled
and indeed traced from ‘farm to fork’ so that European consumers can
effectively execute their right of choice of food. (Provided that
consumers read the labels and hopefully leave GM food in the shelves).
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biotech companies try to find a bypass to the European markets in this way. Of
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127 Supra, note 31, p. 117.
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or misleading’ mandatory labelling in the case of highly refined foods and feeds,
where the genetic modification cannot be detected or verified. It supported labelling
only, when it would be demonstrated that GM product differs from that of the
conventional counterparts (See, EuropaBio Comments on Alinorm 03/22 Appendix
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and were made to accept a stringent labelling regulatory approach, as a condition
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