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INTRODUCTION

The Doctoral Dissertation analyses the regulation of genetically modified (GM)
foods in the European Community (EC) law. While recent scientific developments
enabling to construct a human being and his parts are unprecedented, everyone still
needs to eat. Food is therefore an essential product to maintain human life, even more,
food is directly connected to the health and accordingly to the general welfare of every
individual. Modern Western society is forgetting the period when everyone was growing
and producing their food themselves and could be thus sure of the quality and the
ingredients of their menu. After the chain of food production has expanded both in space
and in time, a consumer of food has no other choice but to trust that the food he buys in a
supermarket or at a public catering place is safe, healthy and nutritious. The latter
qualities of food are thus expected to be guarantied by the farmers, the producers and the
traders. They are expected to be properly supervised by the veterinary authorities and
verified by the sound scientific research. Finally all of those are expected to be ensured
by the effective regulatory system. The development of the food technology has led to
the appearance on the market of an ever-widening range of novel foods. The legislators
are thus facing a necessity to ensure the safety of such food and to balance different
economic and social objectives, such as promotion of innovation and competitiveness of
industry, protection of health and consumer preferences. The use of new scientific
technologies in the production of food raises numerous challenges also for the
Community legislature. Discoveries leading to the creation of new foods are followed
also by the improving understanding of the possible risks attached to the consumption of
certain foods or ingredients. The public interest is thus forcing the legislature to keep the
legislation abreast of both developments in the marketplace and trends in technical and
scientific thinking. The Community legislature, in particular, has the additional task of
ensuring the free movement of food products and the necessary harmonisation between
the national legal systems of the Member States.

Therefore, the regulation of novel food products is a new and dynamic area of the
Community law, which is constantly developing and changing due to numerous factors:
scientific and technical progress, the application of this progress in the food industry, the
changes in the food markets, the creation of national and international regulatory
approaches and their interaction. Among all the novel food products, especially the
genetically modified food has acquired a special attention, interest and even a harsh
hostility. The debates on the consumption of GM foods, their safety and appropriateness
have been inflamed by the placing on the market of the very first GM food products in
the last decade of the last century. The legal debates focused on the number of problems
related to the use of the scientific data in the GMO regulation and risk management,
especially to the credibility, legitimacy and transparency of risk regulation, and to the
proper guaranties of the consumer choice. This Dissertation analyses those problems,
raised by the specific issues of the complex EC GM food regulation regime in the light
of its effectiveness and credibility.

The regulation of the GMOs at the EC level has first been created in the early
nineties and specific Community provisions for the novel food products, which applied
also for the GM food, were adopted in 1997. This regulatory framework has experienced
a complete failure, which was in turned followed by the trade dispute in the WTO with
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the US and other trading partners, the frustration of the European society, and an active
opposition by the Member States to the Community action. The opposition of the
Member States took a form of both the blockade of Community procedures to place the
GM food products on the Community market and the adoption of national safeguard
measures. This major failure of the Community regulatory framework on GMOs was
broadly analysed in the academic writing from different perspectives. In the context of
this thesis it thus serves as a background for analysis of a new European regime of GM
food regulation, adopted after the restructuring of the European food law. Presently,
when this new regulatory regime for GM foods has started to function in practice, it is a
very proper moment to analyse it in both theoretical and practical perspective. It is also
now a proper moment to aim to assess if this regulation and its application are properly
framed to achieve its objectives: to ensure the free movement of food together with a
high level of the protection of health and consumers.

When analyzing the field of the GM food regulation one should admit that it
cannot be sensibly approached only from the perspective of pure law. It also requires
exploring underlying scientific, economical and socio-political factors in order to
understand and explain how and why this field of law develops. Firstly, the GMO
regulation is inherently intersectoral. In the Community law the GMO regulation deals
with the functioning of the internal market (the free movement of the GMOs and the
food products obtained from them), the industrial policy, the research and development
policy (the development and the growth of the biotechnology sector, the protection of
intellectual property rights), the environmental policy, the food safety policy, the
agricultural policy and the trade policy. Being a broad intersectoral issue the regulation
of the GM products raises the interests of many actors of private and public domains,
which in turn leads to quite differing approaches as regards the objectives and the
substance of this regulation. Secondly, besides that it is intersectoral, the GMO
regulation is also multi-dimensional, where the regulatory norms are being created at
national, supranational (European) and international levels. Thus the European
legislature is faced with the multiple challenges: to coordinate the horizontal,
intersectoral aspects of the GMO regulation as well as to vertically integrate national
provisions in this sensitive area with the requirements of the international trade law and
the international environmental law.

This Dissertation, just as its title suggests, aims to provide an analysis of the
GMO regulation at the Community level in respect of food. It is focused on the analysis
of the specific issues of the GM food regulation in the context of developing EC food
law, covering also the influence of the national and the international regulatory levels.

The subject matter of the research, aim and tasks of the Dissertation.

The subject matter of the research is the GM food regulation under the
European Community law. This object embraces a comprehensive analysis of 1) the
provisions of the Community law in this field; 2) related case-law of the Community
courts; 3) the actions of the Community institutions, especially the Commission and the
EFSA; 4) the practical application of the regime in the Member States; 5) the evaluation
in the light of the international trade law. Whereas the research concentrates on the
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conceptual issues and the problems of the GM food regulation and its application, it
leaves outside the analysis of the regulation of other aspects of the usage of the GMOs,
such as their release to the environment or their medicinal use and related legal issues.

The aim of the Dissertation is to analyse comprehensively the GM food
regulation in the EC law, namely to analyse the placing on the market of the GM foods
and the regulatory measures applied to the GM foods placed on the market, and their
application, to identify the problematic aspects and to provide the solutions for the
problems identified.

Essentially four tasks are assigned seeking to achieve the aim of the research:

1) to examine the background and the reasons which lead to adoption of EC GM
food regulation;

2) to analyse the EC system of the placing of the GM food on the market, its
procedural aspects and the division of the competences between the Member States and
the Community;

3) to examine the role of the scientific risk assessment, the precautionary principle
and the use of other legitimate factors in the authorisation procedure of the GM food;

4) to examine the measures applicable to the GM food products placed on the
Community market, such as their labelling and traceability requirements, in order to
assess if they can meet the aim of ensuring the consumer choice.

Sources and methodology of the research

Summarising the sources of the research it should be noted that the European
GMO regulation has been analysed from various perspectives an in different depth by
the academic community. The European food law recently has been drawing a growing
academic attention as well. Also the legal aspects of the European regulation in respect
of the international trade law have been analysed by various authors. Moreover, topics
related to the GMO issues being rather new and controversial, the list of publications is
constantly supplemented with new issues. It is worth noting that mainly all research and
publications could be divided into three groups: first, the works examining the EC
regulation of the biotechnology sector (B. Sheridan EU Biotechnology Law & Practice
Th. Christoforou The regulation of GMOs in the EU. the interplay of science, law and
politics), second, the works analysing the European food law (M. MacMaolain EU food
law: protecting consumers and health in a Common Market, O’Rourke Raymond
European food law) and third, the analysis of the European trade policy in the fields of
food and GMOs (A. Alemanno Trade in food : regulatory and judicial approaches in the
EC and the WTO, J. Scott European Regulation of GMOs: Thinking about ‘Judicial
Review’ in the WTO). An additional separate group of research consists of the writings
on the precautionary principle (N. Sadeleer The precautionary principle in EC health
and environmental law, C.R.Sunstein Laws of Fear— Beyond the Precautionary
Principle). All those categories of the academic writing could be dealing, at least in part,
also with the European regulation on the genetically modified food. However, none of
those researches is aimed specifically at this topic. Mathieu (S. Mathieu, Le Droit De La



Société De L'alimentation - Vers Un Nouveau Modéle De Maitrise Des Risques
Alimentaires Et Technologiques En Droit Communautaire Et International) perhaps
most comprehensively to date analyses legal solutions to the economical and social
questions raised by the novel food products and the use of technology in the food
industry. However, the analysis of the GM food is also not the focal point of her
research.

Therefore, in this Dissertation the author has paid most attention to the academic
writings analysing the particular aspects of this topic. Firstly, those are scholar
examinations of the first Community GMO regime and its ineffectiveness (by
G. Majone, R. Mackenzie, Z.K. Forsman, E. Brosset). The second source of the
inspiration is the research on risk management in the Community, its structures and
institutional setting (by D. Chalmers, E. Vos, G. Roller, G. Shaffer, G. Skogstad). The
third group of the sources relied on in this dissertation consists of the works on the
reform of the European food law, the role of the EFSA, European Food Safety
Authority, its independence and activities (by K. Kanska, M. MacMaolain,
A. Alemanno, D. Chalmers), and of works on the reform of the European GMO
regulation (by S. Poli, Th. Christoforou, A. Ostrovsky, P. Dabrowska). A separate group
of scholar writings deals with the concept of the precautionary principle in the
Community law and with its application by the Community institutions and courts (by
J. Cazala, Th. Christoforou, Th. J. Daemen, K. H. Ladeur). Since this Dissertation also
touches upon the analysis of the problems which the Community regulation experiences
at the international fora the author took into account also various works, analysing the
relevant issues of the WTO law (by G.E.Isaac and W. A. Kerr, R. Howse and
P. Mavroidis, J. Scott). Finally it should be noted that since this Dissertation aims at
providing a comprehensive research of the topic, also social, economic, ethical aspects,
influencing the regulation of the GM food are covered. Therefore, the inspiration was
drawn not merely from the legal academic writing but also from various works in the
fields of the political science, the economics and other social sciences.

In order to examine and reveal the theme of the Dissertation various methods of
scientific research has been used: historical, systemic, logical, teleological, comparative
methods.

Scientific novelty and practical significance of the Dissertation

The development of the biotechnology sector and especially the creation of the
GMOs and their transition from the laboratory to the market in the form of food products
are being broadly discussed in the society also in the political and scientific circles.
However, in Lithuanian legal writing the analysis of the GMO regulation or, even more
specifically, of the GM food regulation is almost not at all covered (except the author)
although the anxiety in the society about the GMO issues is evident and growing. Being
the first comprehensive research in the Lithuanian legal doctrine this Dissertation
definitely opens up a theoretical discussion on the many issues related to the regulation
of GMOs and GM food. Also it is significant in the practical terms as contributing to the
broader understanding of the topic and to the application of the regulatory framework as
well as its framing by the national institutions. In the European academic context the
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novelty of the Dissertation is evident in that it aims in forming a concise approach to
specifically GM food regulation, while distinguishing it from the general European food
law or the regulation of the release of the GMOs to the environment. Such
comprehensive analysis of the new European regulation of the GM food, which is in
force just for a few years, is useful in both theoretical and practical sense.

Approbation of the research results

The Doctoral Dissertation was discussed and approbated at the Department of the
International and the European Union law of the Faculty of Law, Vilnius University and
the Council of the Faculty of Law, Vilnius University.

Certain parts and particular results of the research, concerning especially the
application of the precautionary principle and the GM food labelling system, were
analysed and published as three scientific articles in the scientific journal of Vilnius
University “Mokslo darbai: Teise”.

The maintainable theses

1) Risk management of the health risks associated with the food in the
Community law is based on the scientific risk assessment, however, in the context of the
GM food regulation a due attention should be paid to other legitimate factors, such as
social economical or even ethical, moral considerations.

2) Unlike the release of the GMOs into the environment the system of the placing
of the GM food on the Community market is entirely centralised at the Community level
and the Commission has the most powers in it.

3) Institutional and procedural cooperation between the Commission, the EFSA
and the Member States in the authorisation system for the GM food and the practical
application of the authorisation procedure do not ensure that a common safety level,
acceptable to all or most of the Member States, of GM food products is established. The
application of the authorisation procedure also does not ensure that other legitimate
factors or the precautionary principle are taken into account.

4) According to the new GM food regime the Member States maintain a
possibility to take safeguard measures to restrict marketing of certain GM food products
and this possibility might be a useful measure to compensate disagreements in the
authorisation procedure.

5) Despite the fact the EC law provisions on the labelling and the traceability of
the GM food placed on the Community market are strict, because of certain regulatory
loopholes and especially the interpretation of the existing provisions, those requirements
cannot sufficiently ensure that their aim — to ensure consumer choice — is achieved.



CONTENT OF THE DOCTORAL DISSERTATION IN BRIEF

This Dissertation is divided into three parts: I Background for the GM food
regulation — the risk management under the EC food law, II. Placing the GM food on the
Community market and III. Measures applicable for the GM food placed on the
Community market.

After analysing in the first part of the Dissertation the background for GM food
regulation, its theoretical and structural framework, the second part and the third part of
the Dissertation continue to explore the specific issues of the GM food regulation — the
placing on the market of the GM food and the measures applicable to the GM food
placed on the market respectively. Conclusions are drawn and suggestions are provided
at the very end of the Dissertation.

I Part. Background for the GM food regulation — the risk management
under the EC food law

In the first part of the Dissertation the author analyses the legal framework of
European food law that serves as a basis for the GM food regulation in the Community.
The first two chapters of this part examine the development of the europeanisation of the
risk management, the influence of the food crises to the regulatory framework, the
growing focus on the safety of food in the Community law and the influence of the
international trade law to the Community food law.

The third chapter of this part, named “The risk analysis as a basis for the GM
food regulation”, is the central chapter in this part. Firstly, the author seeks to provide
theoretical definition of the risk analysis in the regulation of food. Further the author
analyses the main elements of the risk analysis: risk assessment, risk management and
risk communication as they are understood in Food law regulation (Reg. 2002/178) and
as interpreted by the Community judicature. The author continues to analyse the
relationship between the risk assessment and the risk management as well as the links
between the risk assessors and the risk managers. Thereafter the analysis explores the
role of non-scientific criteria, or so called ,,other legitimate factors®, and of the
precautionary principle in the Community food regulation. The author attaches a great
importance to the examination of the question why the purely scientific evaluation of the
safety of food is not a sufficient background for legislation in the food sectors. Thus yet
the next subchapter discusses the role of science in regulation, the merging of science
and politics in the risk regulation and subjective criteria related to the comprehension of
the food safety in the society. Finally, this chapter evaluates European risk
communication procedures and their effectiveness.

The fourth chapter of the part sets out and analyses in depth the institutional
framework for the GM food regulation. The most important part in this chapter concerns
the functioning and the role of the EFSA in the European food regulation. The author
analyses EFSA's independence and its performance in the European food regulation,
especially the regulation of the GM food. Another subsection of this chapter deals with
the comitology procedures applicable for the GM food and the influence of committees.
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Finally, the first part of the Dissertation is summarised and the main conclusions
from the first part are drawn. The author concludes that the European GM food
regulation, just as its basis European food law, has numerous differing objectives and,
therefore, the institutions are vested with a complicated role to balance them. Therefore,
the European food regulation is based on the scientific risk assessment. The author
claims, however, that especially in the regulation of the novel food products, such as GM
food, the ,,other legitimate factors® should be assigned a more important role in the
decision making and should not remain a declaratory provision of the European food
law.

IT Part. The Placing of the GM food on the Community market

After the theoretical basis is analysed in the first part the second part of the
Dissertation deals with the more specific issues of the GM food regulation, namely with
the placing on the Community market of the GM food products. This part begins also
with the brief historical development of the GMO authorisation procedures in the first
chapter. Besides to the analysis of the GMO authorisation procedures under
Directive 90/220 and, especially, the Novel food regulation (Reg.258/97), a great
attention is paid to the practice of the Community institutions in applying this previous
authorisation regime. Accordingly, the so-called GMO moratorium applied in the
Community for a several years is studied. The author, however, raises doubts if this so-
called GMO moratorium was applied also to the GM foods, because also during the time
of the “moratorium” the GM foods were being authorised to place on the Community
market under the simplified procedure and were also marketed in it. The analysis of the
so-called moratorium and the ineffectiveness of the regime also have leaded the author to
analyse reasons for the recasting of the European regulation of GMOs and the regulation
of the GM food in particular.

The second chapter is the central to the second part of the Dissertation and it
analyses in detail the authorisation procedures under the present regime, namely under
the GM food regulation (Reg. 1829/2003). Firstly, this chapter analyses relationship
between the GM food regulation (Reg. 1829/2003), the Food law regulation
(Reg. 178/2002) and the general deliberate release of the GMOs to the environment
directive (Dir. 2001/18). Next, the objectives, which the GM Food Regulation
(Reg. 1829/2003) aims to achieve, are analysed. Further, after exploring the definition of
the GM food provided by the regulation, the in-depth analysis of the authorisation
procedure for the GM food is carried out. While analysing the authorisation procedure
the author pays a great attention to the roles and functioning of different actors — the
Commission, the EFSA, the Member States, the interest groups. Also the division of the
competences between the Community and the Member States is analysed together with
the cooperation between the national and the Community authorities. At this point the
author draws a conclusion that a present regime is entirely centralised at the Community
level and that the main figure in the authorisation procedure is the Commission. Also the
practical application of the authorisation procedures of GM food is analysed by the
examples of the procedures exercised to date. Based on the available information from
the EFSA and the regulatory committees, the Commission and the Council working
groups, the author explores how the procedure has been applied. Quite evidently reveals
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itself the fact that up till now all the authorisation decisions were adopted by the
Commission after the Member States had failed to reach a qualified majority either in the
committee or in the Council. The author claims that such a practise where the regulatory
committee procedure is used to overcome the resentment of the Member States is
uncommon for the comitology practise. Moreover, the author claims that the regulatory
committee procedure is unfit to deal with such not technical, but highly sensitive and
political questions as the authorisation of the GMOs. Therefore, it is suggested to modify
the authorisation procedure so that the Commission could not adopt its proposed
decision if the committee or the Council does not come to a qualified majority in favour
or against the proposal.

Apart from that suggestion also the deeper reasons for such hindrances in the
authorisation procedure is analysed. It is maintained in this part of the Dissertation that
such a great disagreement between the Member States on the issue of the GM food
products is connected to the fact that the common safety level, as chosen by the EFSA
and the Commission does, not represent the high safety level targeted by the large part of
the Member States. Therefore, it is claimed that the proposed change would encourage
the Community institutions to be more attentive to the approaches of the Member States
to the required level of protection and, respectively, to the required level of safety. Even
though it may result in that less authorisation decisions are passed, the common level of
protection would increase to the level, acceptable to the qualified majority of the
Member States. In addition the author argues that were the disagreements in the
authorisation procedure are not stemming from the different approaches to the safety of
the GM products a due account should be taken also of the social, ethical arguments
raised by the Member States or even by the public commenting, which is a part of this
decision making.

In the light of the foregoing the author in the next sub-chapter of the Dissertation
continues with the analysis of the role of the precautionary principle in the GM food
regulation. After having examined the conditions of the application of the precautionary
principle set by the Community courts the author here infers that the application of the
precautionary principle in the context of GM foods is in practise almost not feasible.
This is due to the high threshold to prove the existence of the situation of the scientific
uncertainty. In case of the GM foods undergoing authorisation procedure the scientific
uncertainty may be proved only by submitting better or newer scientific proof than that
submitted by the applicant. This in turn is not possible as long as the EFSA neither
carries out the research itself nor is obliged to take into account what is being submitted
by the Member States scientific institutions in the risk assessment process. Therefore, the
author submits that in many cases in the GM food authorisation it is more appropriate to
rely on other legitimate factors rather than on the precautionary principle, as long as the
conditions for its application cannot be met.

Finally, then the author analyses if such advocating for the use of non-scientific
criteria in the GM food regulation would find a justification under the international trade
law should it be invoked by the trading partners against the EU regime again. Here the
author draws the conclusion supporting the previous suggestion that the ,legitimate
factors® should be better used instead of the precautionary principle if the decisions
restricting marketing of the GM food authorisation are to be adopted at the European
level. This conclusion is based on the fact that the precautionary principle as understood
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in the Community law in the context of the GMOs has already suffered a defeat in the
WTO dispute settlement, while even in the WTO legal system there are the ways to
include the non-scientific criteria in the justification of the trade restrictive measures.

The final sub-chapter of this part analyses the role of the involvement of the
society into the GM food authorisation procedures. After having explored the possibility
for the general public to comment the proposals to authorise GM food products, the
author draws an evident conclusion that at least until presently this is quite empty feature
of the procedure. So far the decision-maker has never paid any attention to the concerns
raised by the public. It is suggested, however, that this possibility should not be left void
and that the use of the public comment could and should be made at least by taking it
into account in the reasoning part of the decision.

III Part. Measures applicable for the GM food placed on the Community
market.

The final part of the Dissertation examines the measures of the EC law applicable
to the GM food duly placed on the Community market. The greatest attention in this part
is paid to the EC labelling and traceability systems of the GM food and also to the
safeguard measures, which may be applied by the Member States. The analysis begins
with the examination of the underlying rationale for such marketing measures. It is
maintained that the strictness of the requirements applicable to the GM food placed on
the market serves as a compensatory mechanism for disagreements in the authorisation
procedure.

The second chapter of this part analyses in depth the European labelling
requirements of the GM food. The author examines the objectives of the labelling and
conclusion that ensuring consumers' right of choice is the main objective. The analysis in
the following sub-chapters is aimed to evaluate if the existing labelling requirements,
their application and interpretation can properly attain this objective. The labelling
system is analysed in detail, covering all the relevant aspects: the labelling thresholds
and the possibility for the Member States to set stricter thresholds for particular
purposes, the labelling of organic food, the labelling of food by mass caterers and
alternative labelling, such as ,,GMO-free* labelling. The author draws a conclusion that
although in themselves the EC law labelling requirements are rather strict, their
unfavourable interpretation by the Community institutions obstructs the alternative
practices, designed to ensure a better consumer choice. It is suggested that the labelling
requirements should be interpreted in the light of their main objective, which is to enable
the consumer to choice. Therefore, the alternative practises of labelling, such as negative
labelling, should not be condemned by the Community institutions, but on the contrary,
could and should be supported. Private initiatives of such labelling if proved effective
could further be developed via Community measures, starting from optional labelling
and going eventually to the Community labelling with two Community marks: ,,GMO*
and ,,GMO free®.

In the further chapters the Community traceability regime and the monitoring
requirements for the GMOs are analysed. Finally, the Community labelling and
traceability system is also evaluated from the point of view of the international trade law.
It is submitted in this regard that European regulation on the labelling and traceability of
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GM food is not contrary to the WTO requirements. It is maintained that both labelling
and the traceability systems can find justification under the TBT Agreement.

The final chapter of the third part aims to provide a detailed analysis of the
safeguard measures adopted by the Member States. It starts from the examination of the
Member States practice under the old regime to adopt unilateral measures restricting
marketing of GM products and the legal and factual reasons that lead to such a situation.
Further it is analysed if the current regulatory system for GM food leaves space for the
Member States to adopt any unilateral measures restricting trade in GM food authorised
at the Community level. In this regard the Dissertation explores if the GM food
regulation creates an exhaustive harmonisation or if the Member States are entitled to
pursue individually a level of health protection higher then the Community one. It is
submitted that although the GM Food Regulation together with the Food Law Regulation
makes the possibility to adopt safeguards measure much narrower in both substantial and
procedural terms, the Member States can maintain such a possibility if they have support
in the Council. Thereby the author disagrees with the views expressed previously in the
academic doctrine that with the adoption of the new GM food regulatory framework the
Member States have lost such a possibility. Finally, it is stated that such a possibility to
adopt safeguard measures ensures that the Member States who seek to pursue a higher
level of health protection and safety do not obstruct Community decision making process
in the authorisation stage.
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MAIN CONCLUSIONS

* The complex European regulatory regime for GM food has been framed and
influenced by the unsuccessful application of the previous regulation, unilateral
measures of the member states and the international legal disputes within the WTO. The
recasted EC regulation of GM food seeks to attain multiple aims — the high level of
protection of human life and health, the free movement of food and to a certain extent
the compliance with the international trade rules. Therefore, the Community institutions
implementing and applying this regulation needs to ensure that a proper balance is struck
between those differing aims. Although the analysis of the Community food law reveals
that the aim of protecting health and consumers should be provided a greater weight in
this balancing, the practical application of the GM food regulatory framework by the EC
institutions reveals that the priority is often given to the aim of free movement within the
internal market and beyond it.

* The authorisation procedure of placing the GM food on the Community
market, if compared with the authorisation procedure of releasing the GMOs to the
environment is entirely centralised at the Community level. Moreover, from the
horizontal institutional perspective the main role in this authorisation procedure falls
upon the Commission. The practical application of the procedure in adopting decisions
to place GM food on the market under the new regime leads to make a conclusion that
the procedure is used in a way which is far from optimal. While the Member States are
substantially divided on the issue of the safety of the GM food the regulatory committee
procedure empowers the Commission to adopt the decision unless the qualified majority
of the Member States is against it. The practise that the Commission has pursued till now
to ignore the resentment of majority of the Member States thus to push forward the
authorisation decisions cannot be evaluated as appropriate. The application of the
regulatory committee procedure is in itself flawy for the issues of high political
importance or of social sensitiveness, such as the issue of GMO authorisations, where
there is no agreement between the Member States.

* It is suggested, therefore, to modify the committee procedure applied for the
GM foods. In particular, it is suggested to abolish the power of the Commission to
overcome a situation where Member States cannot reach the qualified majority and adopt
any decision by adopting a proposed measure itself. This means that the decision to
authorise the GM food product would be adopted only if the qualified majority of the
Member States gives consent in the committee or the Council. Even if this proposal may
result in that less authorisation decisions are adopted, this is a more appropriate way,
because the common level of protection would increase to the level, acceptable to the
qualified majority of the States. Definitely, a common safety level, even if higher and
more difficult to attain, is a better solution than the lowest common safety level, now
pushed forward by the Commission. Moreover, such an amendment would urge all the
institutions that participate in the procedure, especially the Commission and the EFSA,
to ensure that the safety of every GM food product submitted for the authorisation
procedure raises no doubt even for the most cautious Member States. It would also urge
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the institutions and the Member States to seek to establish a safety level, which is as
possible common to all the Member States, i.e. all of their societies.

* Related conclusion is also drawn that such diverging positions among the
Member States and between the Member States and the Commission originate in the
different approaches that individual Member States, the Commission and the EFSA have
towards the safety of the GM food and its risk assessment. The practise of the
authorisation procedure reveals that what is considered to be safe by (certain) Member
States does not coincide with that what the Commission considers to be a common
safety, on which authorisation decisions are based. While the Commission relies on the
opinion of the EFSA it is assumed that the latter represents the common European safety
assessment. However, the troubled authorisation processes indicate that the Member
States do not accept and trust in such common European safety assessment. Such distrust
in EFSA's opinions and evaluations that the relevant GM product does not pose any risk
can be explained by numerous reasons, the reservations about the impartiality of the
EFSA, its competence and independence being among them. Another important reason
for such a mistrust is that the common safety level, acceptable for at least the qualified
majority of the Member States, of the GM products is not determined or at least that not
all the effort is given to determine as common as possible safety level.

* In order to improve this crucial aspect of the GM food authorisation procedure
and to facilitate the quest for a common safety level, it is advisable to enhance EFSA’s
independence from the Commission and the stakeholders involved. Furthermore, it
would be appropriate to ensure that the EFSA has the obligation to consult the Member
States’ competent scientific bodies and even more it should be obliged to provide
appropriate reasons why it does not take opposing argument, or a different approach
provided by the national scientific bodies. The latter amendments would serve as a
guarantee that the higher and more representative approach to the safety level is adopted
already in the risk assessment stage, and in turn it would also help in determining a
genuine (and not an imaginary) understanding of the required level of safety in the
European societies. Obviously such improvements would also decrease the opposition of
the Member States in the risk management stage when the decisions to authorise a GM
food product has to be adopted.

* Besides the improved determination of the common safety level another
important possibility to improve the authorisation stage lies in the use of the other
legitimate factors. Were the disagreements in the authorisation procedure are not
stemming from the different approaches to the safety of the GM products a due account
should be taken also to the social, moral, ethical arguments. It is vital for the GM food
regulation regime that the decision-maker is able to prove that those other legitimate
factors that seem to be so dear to the European society are taken into account in the
authorisation process, because a mere objective scientific assessment of safety is in itself
unable to respond to public concerns as regards both the GM food and the
trustworthiness of EC regulation. The use of the other legitimate factors would increase
the legitimacy and the credibility of the decisions to authorise such GM food products.
Therefore, those other legitimate arguments raised by the Member States or even by the
broader society, which is encouraged to participate in this decision making through

16



public comments, should be sensibly dealt with in the reasoning of the proposed
measure. The mere introduction of such arguments in the reasoning of the decisions to
authorise the GM food would indicate that the decision maker takes into account or at
least seeks to take into account the issues that are of concern both for European society
and the Member States.

* While the European regulation of the GM food attaches a great importance to
the use of the precautionary principle, the analysis of its application criteria as set by the
European courts allows to draw a conclusion that in practise the use of the precautionary
principle in the GM food context is of limited value. In order to make it possible to apply
the precautionary principle in the context of the GM food the criterion of the existence of
the situation of scientific uncertainty should not be interpreted to narrowly. Especially,
the requirement to provide “the most reliable scientific evidence available and the most
recent results of international research” may prove complicated as long as the EFSA
neither carries out a scientific research itself nor is obliged to take into account what is
being submitted by the scientific institutions of the Member States in the risk assessment
process. Therefore, in most of the cases it is more appropriate to rely on other legitimate
factors in GM food authorisation rather than on the precautionary principle, as long as
the conditions for its application cannot be met. Moreover, the use of non-scientific
criteria in the GM food regulation is could be justified under the international trade law.
While the precautionary principle as understood in the Community law has already
suffered a defeat in the context of the GMOs in the WTO dispute settlement, the
,legitimate factors® should be better used instead of the precautionary principle if the
European decision maker is to refuse the authorisation for a particular GM food product,
because even in the WTO legal system there are ways for the non-scientific criteria to
enter into the justification of the trade restrictive measures.

* After having analysed the GM food authorisation procedure together with the
system of measures applicable to the products placed on the market it is concluded that
strict requirements applicable to the GM food already authorised in the European market
serve as a compensatory mechanism for the disagreement of the authorisation procedure.
Those measures eventually may ensure that the proper balance is struck between the
objective to ensure the free movement of food products and the objective to ensure a
proper level of safety of the consumers an their health. Therefore, those measures
(starting from the monitoring, to their labelling, traceability, and safeguard or urgency
measures to withdraw such products from the market) especially their application and
interpretation acquire a key role in GM food regulation.

* The system of the GM food labelling and traceability, which is designed so as
to ensure two separate marketing tracks for the GM food and non-GM food or traditional
food, plays the major role in increasing the public confidence and the trust in the
European GM food regulation. Therefore, the aim to create strict requirements for the
labelling and the traceability is a positive and a crucial element of the system. The
detailed analysis of the labelling provisions and especially of the practice of the
Community institutions in interpreting those provisions, however, leaves a space to
doubt if the labelling system and its application are capable to effectively achieve its
objective — to ensure consumers’ right of choice. There are several aspects that
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undermine the efficiency of the labelling requirements for the GM food. Firstly, the
concept of the GM food is interpreted ambiguously either leaving from its scope food
products that are produced with GMO or also blurring the distinction line between the
GM, conventional and organic food. Secondly, the Community institutions (firstly the
Commission, but also the Court) express rather a reserved if not a negative approach to
the additional or more comprehensive labelling requirements, which are adopted by the
Member States to ensure a higher protection for a particular groups, or alternative
labelling practices (such as GMO-free labelling) adopted by private initiatives. Finally, a
regulatory gap is left as regards the labelling of the GM food by mass caterers, which
bearing in mind European eating habits is an important inadequacy that undermines the
proper consumer choice.

* In order to attain the situation, where consumers’ right to choose to consume
either GM food or conventional food is not a mere declaration, it is advisable to modify
the labelling requirements or to interpret them in the light of their main objective — the
ensuring of the consumer choice. Therefore, firstly action should be taken to adopt
detailed provisions for GM food labelling by mass caterers. If and as long as the
Commission fails to propose such Community measure, the Member States should adopt
national labelling rules. Alternatively at least the provisions of the GM Food Regulation
(Reg. 1829/2003) applicable to the non-pre-packaged food could be applied mutandis
mutandis for the food provided by mass caterers. Secondly, the alternative labelling
practises adopted by private initiative or also at the Member State level should not be
considered to be contrary to the Community law as misleading the consumers.
Therefore, they should not be condemned by the Community institutions, but on the
contrary, they could be supported at the Community level. Moreover, if such private
initiatives of GMO-free labelling prove effective, they could well be further be
developed to the Community labelling. Starting with the possibility of an alternative
,GMO free* labelling, further Community initiative could develop to the obligatory use
of two Community marks: ,,GMO* and “GMO free” for respective food products, which
would be a clear and simple labelling, which is undoubtedly capable to facilitate the
consumers choice. Finally, bearing in mind that after the GM food has entered the
internal market it enjoys the free movement within the Community, it is worth
emphasising that the effectiveness of GM food labelling and traceability system is
sensible and feasible only as long as those requirements are enforced with equal
diligence and care by the national institutions in every Member State. For this reason a
due attention should be paid for the supervisory and control capacities at least in certain
Member States, especially, as regards the need to improve capacities of their competent
institutions to carry out a proper research to identify the presence of the genetical
modification and its quantities in food products.

* Having examined the question if the current GM food regulatory system leaves
any room for the unilateral safeguard measures of the Member States that restrict the
marketing of GM food duly authorised at the Community level, the conclusion can be
drawn that the Member States maintain such a possibility. Although the GM Food
Regulation (Reg. 1829/2003) creates almost an exhaustive harmonisation and although
it, interpreted together with the provisions of the Food Law Regulation, makes the
possibility for the Member States to adopt the safeguard measures considerably narrower
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in both substantial and procedural terms, the Member States still maintain such a
possibility if they have the support in the Council. Such possibility, even if it is
complicated to exercise, has a crucial importance for the Member States and it helps to
avoid a situation where the Member States, who are more cautious or sceptical towards
the safety of the GM food, would block all the GMO related procedures at the European
level. Having at least a theoretical option to adopt certain safeguards the Member States
are left with the possibility to adapt GM food regime to the safety level as understood in
that particular Member State and its society without infringing EC law. Therefore, the
interpretation of the safeguard clauses for emergency provisions in the GM Food
Regulation (Reg. 1829/2003) and the Food Law Regulation should be directed so as to
ensure that the Member States are not left without this compensatory tool.
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Elzé Matulionyté

GENETISKAI MODIFIKUOTO MAISTO PRODUKTU TEIKIMO [ RINKA
REGLAMENTAVIMO YPATUMAI PAGAL EUROPOS BENDRIJOS TEISE

REZIUME

Kad ir kaip toli biity pazenges mokslas, atrasdamas vis nauju budy keisti
zmogaus kiing, visi vis dar privalome valgyti. Maistas yra biitinas kiekvieno Zmogaus
gyvybei palaikyti, nuo jo priklauso ir sveikata, ir kiekvieno gerové. Siuolaikiné
visuomené jau kone pamirSo laikus, kai didziaja maisto dali kiekvienas namy tkis
savarankiSkai uzsiaugindavo, pasigamindavo ir buvo tikras dél tokio maisto sudéties (ir
kokybés). Dabar daugeliui vartotoju pagrindinis maisto gaminimo etapas yra
valgiaras¢io skaitymas restorane arba daugiau ar maziau perdirbto ir paruosto maisto
produkty pasirinkimas parduotuvéje. Maisto gamybos grandinei labai iSsiplétus tiek
erdvés, tiek laiko prasme Siuolaikiniam vartotojui belieka pasikliauti tuo, kad
parduotuvéje ar vieSojo maitinimo jstaigoje jo isigyjamas maistas yra saugus vartoti,
sveikas ir maistingas. Tai savo ruoztu turéty uztikrinti tiek augintoju, perdirbéjy,
gamintojy, veterinariniy tarnyby ir mokslininky veikla, tiek ja reglamentuojanti teisiné
sistema. Plétojantis maisto pramonei ir diegiant vis naujesnes maisto gamybos
technologijas, teisés akty leidéjams tampa bitina uztikrinti tokio maisto sauguma ir
suderinti ekonominius — inovaciju skatinimo — ir socialinius — vartotojy preferenciju, ju
sveikatos apsaugos — tikslus. Si beprecedentj naujy moksliniy technologiju panaudojimo
maisto produkty sukiirima skatinancCiais atradimais auga ir suvokimas apie grésmes,
kurias kelia ar gali kelti tam tikry maisto produkty vartojimas. Todél su maisto produkty
vartojimu susijgs vieSasis interesas vercia teisés akty leidéjus nuolat atnaujinti teises
aktus atsizvelgiant i rinkoje vykstancius pokycius ir techniniy bei moksliniy ziniy raida.
Be to, Bendrijos teisés akty leidé¢jas turi ir papildoma tiksla — uztikrinti laisva Siy
produkty judéjima — derindamas, kiek biitina, nacionalines teisines sistemas.

Taigi, naujyjuy maisto produkty reglamentavimas yra nauja ir dinamiSka teisés
sritis, nuolat besivystanti ir kintanti d¢l daugelio jos nuolating raida lemianciy faktoriy:
mokslinés ir techninés pazangos, naujy technologijuy pateikimo visuomenei, maisto rinky
dinamikos, nacionaliniy ir tarptautiniy teisiniy sistemy ir aplinkos kitimo bei saveikos.
Taciau tarp visy naujyju maisto produkty (t. y. nauju produkty dél kitokios gamybos ir
sudéties, praturtinty ar turinCiy jvairiy aktyviy medziagy, pavyzdziui, vitaminy, bakterijy
arba mineraly ir pan.) biitent genetiSkai modifikuoti maisto produktai (toliau — taip pat
GM maisto produktai) yra susilauke ypatingo démesio, susidoméjimo ir net
pasiprieSinimo. Nors Lietuvoje vykstanciy debaty dél GMO apskritai ar GM maisto
konkreciai, matyt, negalima pavadinti labai intensyviais, Europoje pasiprieSinimas ju
vartojimui tiek ideologiniu, tiek politiniu ar teisiniu lygmenimis isiplieské nuo pat
pirmyjy GM produkty pateikimo i rinka praéjusio amziaus paskutinio deSimtmecio
viduryje. TeisiSkai visy pirma buvo pabréziamos su moksliniy duomeny naudojimu
nustatant teisini reglamentavima susijusios problemos, ypa¢ tokio reglamentavimo
patikimumo ir legitimumo, rizikos valdymo skaidrumo ir vartotoju pasirinkimo
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uztikrinimo aspektai. Siame darbe tiriamos su sudétingu S§ios srities teisiniu
reglamentavimu, jo praktiniu taikymu, veiksmingumu, patikimumu bei tinkamumu juo
siekiamiems tikslams jgyvendinti susijusios problemos.

Istorini Bendrijos GMO reglamentavimo konteksta nuléme tai, kad GM
produkty perkélimas i§ laboratorijy i rinka iSkélé¢ daug pagristy klausimy dél su GMO
vartojimu susijusios rizikos. Dél GMO saugumo ar rizikos kilo debaty ar net gincy tarp
grupiy, pirmiausia suinteresuoty plataus GMO panaudojimo ekonomine nauda, ir tu,
kurie baiminasi, kad S§iy produkty panaudojimas gali biti pavojingas. Mokslininky
nuomonéms pasidalijus ir nepajégiant iSsprgsti Sio ginfo, politinés institucijos
nacionaliniu ir Bendrijos lygmeniu pradé¢jo kurti GMO naudojimo ir prekybos teisini
reglamentavima. Taigi, Europos Bendrijos teisés akty leid¢jas émési reglamentuoti
GMO pateikima i rinka 1990 metais, o specifinis rezimas naujiems maisto produktams,
prie kuriy buvo priskiriami ir GM maisto produktai, buvo pradétas taikyti nuo
1997 mety. TacCiau reglamentavimas ir jo taikymas tiek Bendrijos lygiu, tiek valstybése
narése netrukus patyré visiSka fiasko. Tai sukeélé ne tik prekybos gincus Pasaulio
prekybos organizacijoje, bet ir visuomenés nusivylima ir nepasitenkinima Bendrijos
reglamentavimu ir ypatinga valstybiy nariy pasiprieSinima Bendrijos veiksmams ir dél
leidimy pateikti GMO | rinka iSdavimo, ir dél Bendrijos rinkoje esantiems GM
produktams taikomy ribojan¢iy nacionaliniy priemoniy. Todé¢l tiek Bendrijos GM
produkty reglamentavimas, tiek ir visa Bendrijos maisto teis¢ buvo i§ esmés
restruktiirizuota 2001 — 2003 m., o genetiSkai modifikuotam maistui pirma karta buvo
nustatytas specialus, atskiras rezimas, pagristas bendraisiais biotechnologijy srities teisés
aktais ir maisto teisés taisyklémis. Dabar, kai naujasis GMO reglamentavimo rezimas
pamazu pradedamas taikyti praktikoje, yra puikus metas ji analizuoti tiek teoriskai, tiek
praktiSkai ir siekti jvertinti, ar Siuo reglamentavimu yra sukurtos prielaidos igyvendinti
iSsikeltus laisvo judéjimo uztikrinimo, sveikatos ir aplinkos apsaugos, vartotoju tinkamo
pasirinkimo uztikrinimo tikslus, o, nustacius galimy trikumy, pateikti ju sprendimy
varianty.

Kartu reikia pripazinti, kad GM maisto produkty reglamentavimas neapsiriboja
vien maisto saugos uztikrinimu. Greta to, kad rizikos, susijusios su naujy technologiju
panaudojimu maisto produktams, reglamentavimas yra gana nauja ir kontraversiSka
Bendrijos teisés sritis, pritariant generalinés advokatés Sharpston nuomonei, jos
negalima nagrinéti vien tik i$ teisiniy poziciju, neatsizvelgiant i moksling, ekonoming ir
socialing- politing raida ir veiksnius. Visy pirma, GMO reglamentavimo pobudis yra
tarpsektorinis — Bendrijos teiséje jis susijgs tiek su vidaus rinkos funkcionavimu (t.y.
laisvu genetiSkai modifikuoty kultiiry ir i§ ju gaunamy maisto produkty judéjimu), tiek
su pramoninés politikos, tyrimy ir technologijy plétros sritimis (su biotechnologijy, kaip
inovacijuy visuomenés augimo prielaidos, vystymu, taip pat su intelektinés nuosavybés
teisiy apsauga), aplinkosaugos ir maisto saugos sritimis, zemes iikio ir tarptautinés
prekybos politiky reguliavimu. Atitinkamai, kaip toks itin placios aprépties
tarpsektorinis klausimas, genetiSkai modifikuoty organizmy teisinis rezimas yra susijgs
su daugelio vieSojo ir privataus sektoriaus atstovy interesais, kas nulemia itin skirtingus
pozitrius { EB reglamentavimo tikslus ir turini. Be to, GMO reglamentavimas yra ne
vien tarpsektorinis — jo savituma lemia ir tai, kad jis yra daugiapakopis. Kaip
nagriné¢jama Siame darbe, GMO rezimo nuostatos kuriamos ir nacionaliniu, ir
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virSnacionaliniu (ES), ir tarptautiniu lygmenimis, todél EB teisés akty leidéjas (t.y.
virSnacionalinis teisés akty leidéjas) turi ne tik suderinti horizontalius — tarpsektorinius
GMO reglamentavimo aspektus, taCiau ir koordinuoti vertikaly gana skirtingy ir
visuomenés itakoms jautriy nacionaliniy nuostaty ir augancio tarptautinés prekybos bei
aplinkos teisés teisyny suderinima.

Si disertacija, kaip matyti i§ jos pavadinimo, skirta Bendrijos lygmeniu GMO
taikomam rezimui tirti biitent genetiSkai modifikuoty produkty panaudojimo maistui
aspektu, daugiausia démesio skiriant specifinio GM maisto reglamentavimo ypatumy
analizei besivystanCios EB maisto teisés kontekste, atsizvelgiant { nacionaling ir
tarptauting itaka.

Disertacijos aktualumas, mokslinis naujumas, teoriné ir praktiné reik§mé

Biotechnologiju sektoriaus raida ir ypac¢ genetiskai modifikuoty produkty
suktirimas ir ekonominis interesas juos ,,perkelti i$ laboratorijy i rinka* pastaruoju metu
yra nerimstanciy visuomengs, politiniy ir moksliniy diskusijy objektas. Nors Lietuvoje
jos ne tokios inirtingos kaip kitose Europos valstybése, taciau pastaruoju metu ju irgi
kyla ir tai jaudina visuomeng. Lietuvos teisés moksle genetiSkai modifikuoty organizmy
ar dar konkrefiau — genetiSkai modifikuoto maisto — reglamentavimo tema néra
nagrinéta, nors Lietuvai tapus Europos Sajungos nare Bendrijos GMO reglamentavimas
tapo ir Lietuvos Respublikos teisés dalimi, buvo priimami juos igyvendinantys teisés
aktai, nacionalinés institucijos $i EB reglamentavima taiko ir igyvendina. Pirma Sios
srities ir skirta analizuoti iki Siol nenagrinétai teisinio reglamentavimo sriciai, Si
disertacija turéty biiti naudinga tiek teorinéms diskusijoms, tiek praktikai, atsizvelgiant {
tai, kad joje nustatomi esamo teisinio reguliavimo tritkumai ir pateikiama pasitlymuy.

Atsizvelgiant i tai, kad daugiausia tiriamas Bendrijos lygmens reglamentavimas,
nepakanka temos naujuma ir aktualuma jvertinti vien Lietuvos teisés mokslo kontekste,
ivertintinas ir jo naujumas bei aktualumas platesniu, europiniy tyrimy lygmeniu. Jokiu
biidu negalima teigti, kad Bendrijos biotechnologijy teis¢ arba maisto teis¢ yra netirtos
sritys. Be abejo, dél aktualumo ir ypatingo srities sudétingumo, kuri lemia srities
specifiSkumas, techninis pobiidis ir sudétingi teisiniais — etiniais motyvais pagristi
svarstymai, GMO produkty europinio reglamentavimo analizei uZsienio teisé€s
literatiroje pastaraisiais metais iSties buvo skiriama daug démesio. Taip pat daug
démesio yra skiriama ir Bendrijos maisto teisés plétrai. Nepaliekami nuosaléje ir Siy
sri¢iy ivertinimo klausimai atsizvelgiant i tarptautini konteksta — tarptautinés prekybos
teis¢ ar tarptautinés aplinkos apsaugos teis¢. Todél bent jau dalis disertacijoje
nagrin¢jamy klausimy ar jy aspekty isties yra analizuoti uzsienio autoriy darbuose. Vis
délto negalima teigti, kad visi naujojo Bendrijos GM maisto reglamentavimo aspektai
jau buvo gvildenti kity uZsienio autoriy. IS dalies tai nulemia nagrin¢jamos temos ir su ja
susijusios problematikos istorinis naujumas, taip pat ir tai, kad naujasis Bendrijos GMO
rezimas galioja tik kelerius metus. Be to, Sio darbo autoré per penkerius savo disertacijos
temos tyrimy metus pastebéjo, kad genetiSkai modifikuoto maisto reglamentavimas
nagrin¢jamas arba kaip biotechnologijy teisés dalis, arba kaip vienas i§ maisto teisés
aspekty. Pirmuoju atveju, nagrin¢jant GM maisto reglamentavima per biotechnologiju
teises, arba konkreciau — genetiSkai modifikuoty organizmy reglamentavimo — prizmg,
paprastai sutapatinamas bendras GMO isleidimas i aplinka ir GM maisto pateikimas i
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rinka, neatsizvelgiant | pakankamai didelius funkcinius ir tikslinius tokiy rezimuy
skirtumus. Antruoju atveju, GM maista analizuojant tik i§ Bendrijos maisto teis€s pusés,
jo reglamentavimas sistemiskai prilyginamas visuy (naujy) maisto produkty rezimui,
nejvertinant jo specifiSkumo, atsirandancio dél bendry biotechnologijy reglamentavimy
principy, pavyzdziui, ypatingos svarbos suteikimo atsargumo principui bei galimybés
vertinti tokiy produkty poveiki aplinkai. Savo ruoztu Siame darbe siekiama
kompleksiskai vertinti genetiskai modifikuotam maistui taikoma rezima, iSskiriant ji ir 1§
Bendrijos maisto teisés, ir i§ bendrojo GMO reglamentavimo, taciau atsizvelgiant { Siy
sri¢iy suteikiamus reglamentavimo ypatumus, taip pat nepaliekant nuosSal¢je ir platesnio
tarptautinio lygmens.

Taigi Sios disertacijos aktualuma ir originaluma atskleidzia ne tik pacios temos
salyginis naujumas teisés moksle, taciau ir pasirinkto tyrimo pjuvio teoriné bei praktiné
reikSmé, leidzianti daryti moksliniu poziiiriu naujas ir originalias iSvadas, nepaisant to,
kad kai kurie autorés analizuojami klausimai fragmentiskai jau buvo nagrinéti
doktrinoje. Galiausia, nors $ioje disertacijoje remiamasi kity uzsienio autoriy darbais,
taCiau kity autoriy pasiiilyti analizuoty problemy sprendimo budai jvertinami kritiskai
nurodant naujus probleminiy aspekty vertinimo ir sprendimo biidus.

Tyrimo objektas, tikslas ir uzZdaviniai

Sio disertacijos tyrimo objektas — genetiskai modifikuoty maisto produkty
reglamentavimo ypatumai Europos Bendrijos teiséje. Taigi, tyrimas apima iSsamig ir
visapusiSska juos reglamentuojanciy Bendrijos teisés normy ypatumy analizg, o kartu
susijusios Bendrijos teismy ir kity institucijy, ypa¢ Komisijos, praktika biotechnologiju
ir maisto teisés kontekste, taip pat Sio Bendrijos reglamentavimo taikyma valstybése
narése ir jvertinima svarbiausiy tarptautinés prekybos teisés nuostaty atzvilgiu.
Pagrindinis darbo akcentas yra probleminiai ir konceptualis GM maistui taikomo
Bendrijos rezimo ir jo praktinio jgyvendinimo bei taikymo aspektai (rizikos ivertinimo,
leidimy iSdavimo procediiry probleminiai aspektai, rinkoje esantiems GM maisto
produktams taikomy priemoniy veiksmingumas, apsauginiy priemoniy nustatymo
galimybiy analiz¢). Kita vertus, taip pat pazymétina, kad, kiek apriboja disertacijos tema,
1 Sio darbo tyrimo sriti nepatenka kitokio nei maistui skirty GMO panaudojimo
reglamentavimo analizé¢, tod¢l nenagrinéjamas nei GMO iSleidimo i aplinka
reglamentavimas ir su juo susijusi problematika, pavyzdziui, poveikio aplinkai
vertinimas ar koegzistencijos uztikrinimas, nei GMO eksperimentinis iSleidimas ar
panaudojimas medicinoje ir farmacijoje. Atitinkamai nuoSal¢je lieka ir su
biotechnologiju iSradimy patentavimu susij¢ teisiniai aspektai. Galiausia zvelgiant i$
Bendrijos maisto teisés poziciju i tyrimo objekta nepatenka kity naujyjy (pakeisty
naudojant kitas technologijas, praturtinty ar pan.) maisto produkty reglamentavimas, o su
jo taikymu susijusi Bendrijos teismy praktika nagrin¢jama tiek, kiek gali biiti naudinga
GM maistui taikomiems principams nustatyti ir jvertinti.

Atsizvelgiant { GMO reglamentavimo srities naujuma ir GM maisto
reglamentavimo bei jo taikymo kompleksinio pobudzio tyrimy stoka Sia disertacija
siekiama pateikti visa apimancia genetiSkai modifikuoty maisto produkty
reglamentavimo ypatumy Bendrijos teiséje analiz¢ atskleidZziant jos probleminius
aspektus. Taigi, tyrimo tikslas — visapusiskai ir kompleksisSkai iSanalizuoti genetiskai
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modifikuoty maisto produkty teikima i rinka reglamentuojancias Bendrijos teisés
normas, taikomas siekiant iSleisti Siuos produktus i rinka ir prekiaujant jais, ju praktinio
igyvendinimo problemas, taip pat svarbiausius suderinamumo su tarptautine prekybos
teise aspektus, siekiant nustatyti esamo rezimo ypatumus, jo aiSkinimo ir taikymo
trikumus ir pasitlyti nustatyty problemy sprendimo biidy.

Siekiant $io tikslo, iSkeliami tokie tyrimo uzdaviniai:

1) istoriSkai ir sistemiSkai iStirti Bendrijos genetiSkai modifikuoto maisto
reglamentavimo rezima suformavusias prielaidas ir ju itaka galiojan¢iam
reglamentavimui;

2) iSanalizuoti galiojan¢ia leidimy teikti genetiSkai modifikuotus maisto
produktus i Bendrijos rinka iSdavimo reglamentavimo sistema, jos veikima, leidimy
iSdavimo procediira;

3) iSnagrinéti kompetenciju tarp Bendrijos instituciju ir valstybiy nariy
pasidalijimo klausimus leidimy teikti i rinka GM maisto produktus iSdavimo procese ir
rinkoje esantiems GM maisto produktams taikomy priemoniy, ypac apsauginiy
ribojanciy priemoniy, atzvilgiu;

4) istirti mokslinio rizikos {vertinimo, kaip genetiSkai modifikuoty maisto
produkty teikimo i rinka pagrindo, naudojima iSduodant leidimus teikti GM maisto
produktus bei su tuo susijusi atsargumo principo ir kity kriterijy taikyma genetiskai
modifikuoty maisto produkty atveju;

5) iSnagrinéti rinkoje esantiems GM maisto produktams taikomas priemones,
tokias kaip zenklinimas ir susekamumas, ypac¢ ju tinkamuma uZztikrinti siekiama tiksla —
vartotojy teisg pasirinkti.

Disertacijos struktira

Darbo struktiira nulémé pasirinktas tyrimo objektas, iSkelti tikslai ir nustatyti
uzdaviniai. Disertacija sudaro keturios dalys: 1) ivadas, tyrimy apzvalga ir metodologija;
2) tiriamoji — déstomoji dalis, kurioje visapusiSkai analizuojamas pasirinktas objektas;
3) tyrimo rezultaty dalis, kurioje pateikiamos juos atspindinc¢ios i§vados ir sprendimai; ir
4) disertacijai rengti panaudoty Saltiniy ir literatiiros sarasas. Disertacijos tiriamaja ir
déstomaja dali sudaro trys skyriai, kuriy kiekviena savo ruoztu sudaro keli poskyriai bei
dalys, o juose nagrin¢jami skirtingi pasirinkto tyrimy objekto aspektai.

Pirmajame skyriuje ,,GenetiSkai modifikuotiems maisto produktams taikomo
rezimo pagrindas: rizikos valdymo reglamentavimas EB maisto teis¢je* analizuojami su
GM maisto sauga susijusiy galimy grésmiy valdymo ir reglamentavimo Bendrijos teis¢je
ypatumai. Jame nagrin¢jama su maistu susijusiy riziky valdymo ir reglamentavimo
europeizacijos — t. y. rizikos valdymo perkélimo i Bendrijos lygmeni — raida, iSskiriama
Bendrijos siekiamy tiksly (tokiy kaip laisvo prekiy, iskaitant ir maisto produktus
judéjimo uztikrinimo i§ vienos pusés, ir vis augancio démesio visuomenés sveikatos ar
vartotojy informuotumo tikslams i$ kitos pusés) daugeto keliama problematika sukuriant
ir taikant bendra reglamentavimo rezima. Taip pat Siame skyriuje analizuojami bendrieji
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su GM maistu susijusiy riziky valdymo ir reglamentavimo Bendrijos sistemos ypatumai
— tiek materialinés normos, daug démesio skiriant mokslinio rizikos analizés jvertinimo
panaudojimo Bendrijos teis¢kiirai reikSmei ir problematikai, tiek instituciné struktiira,
aprépiant naujai sukurtos Europos maisto saugos tarnybos veikla ir su maisto teise
susijusiy sprendimy priémimo ypatumus komitologijos procedirose.

Antrajame skyriuje ,,GM maisto pateikimui { Bendrijos rinka taikoma
procediira® nagrin¢jamas pirmasis genetiSkai modifikuoty organizmy teikimo i rinka
reglamentavimo etapas — leidimu iSdavimo procediira, jos raida, elementai, tvarka,
subjektai ir pats procesas. Siame skyriuje analizuojamas Bendrijos ir nacionaliniy
institucijuy bendradarbiavimas iSduodant leidimus teikti genetiSkai modifikuotus maisto
produktus i rinka ir ju kompetencijy pasiskirstymas. Daugiausia démesio Siame skyriuje
skiriama {vertinti tam, kaip genetiSkai modifikuoty maisto produkty rizikos ivertinimo
rezultatai panaudojami sprendimy leisti teikti 1 Bendrijos rinka konkre¢ius GM maisto
produktus priémimo procese; kaip atsizvelgiama | atsargumo principg ir kitus teisétus
kriterijus, pavyzdziui, socialinius, ekonominius, aplinkosauginius, etinius ar su
tradicijomis susijusius kriterijus. Atsizvelgiant { prieStaringa leidimy teikti GM maisto
produktus iSdavimo praktika ir skirtingus pozitrius i Siy produkty saugumo lygi, daug
démesio skiriama biitent atsargumo principo taikymui teikiant i rinka genetiSkai
modifikuotus maisto produktus. Sio principo taikymas ir aidkinimas taip pat
nagrin¢jamas ir pagal tarptautinés prekybos teisg, siejant su Bendrijy pralaiméto ginco
Pasaulio Prekybos Organizacijoje EC-Biotech products byla.

Treciajame darbo skyriuje ,,Bendrijos rinkoje esantiems GM maisto produktams
taikomos priemonés nagrin¢jamos rinkoje esantiems GM maisto produktams taikomos
reglamentavimo priemonés. Visy pirma, iSsamiai analizuojama GM maistui taikomy
zenklinimo reikalavimy sistema, Siy reikalavimy aiSkinimo ir praktinio taikymo
problematika, vertinamas jy tinkamumas uztikrinti vartotojy pasirinkimo tiksla, taip pat
analizuojant, ar tokie Bendrijoje nustatyti ir taikomi reikalavimai galéty biti pateisinami
pagal Pasaulio prekybos organizacijos teisés nuostatas. Antra, Siame skyriuje
nagrinéjama idiegta GM maisto susekamumo visose maisto gamybos grandyse sistema,
jos taikymo sudétingumas bei veiksmingumas. Galiausia nagrinéjamos rinkoje esantiems
GM maisto produktams taikomos apsauginés priemonés, ypa¢ su valstybiy
nacionalinémis priemonémis, skirtomis apriboti prekyba i Bendrijos rinka iSleistais
produktais, susijusi praktika ir tokios praktikos teisétumas pagal naujaji GM maisto
produkty reglamentavimo rezima.

Disertacijos ginamieji teiginiai

Disertacijos ginamieji teiginiai yra §ie:

1) Rizikos, susijusios su galimomis maisto keliamomis grésmémis sveikatai,
valdymo mechanizmas Bendrijos teiséje yra pagristas rizikos analizei naudojamu
moksliniu maisto produkty rizikos ivertinimu, tafiau reglamentuojant GM maisto
produktus ir taikant §i reglamentavima taip pat turi buti uztikrinta, kad biity deramai

atsizvelgiama ir | kitus teisétus nemokslinius kriterijus, pavyzdziui, socialinius,
ekonominius ar net etinius argumentus.
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2) Kitaip nei bendrasis GMO isleidimui i aplinka taikomas rezimas §iuo metu
galiojanti leidimy teikti GM maista 1 Bendrijos rinka iSdavimo sistema yra visiSkai
centralizuota Bendrijos lygmeniu, o joje didziausias galias turi Komisija.

3) Nustatytas Komisijos ir EFSA institucinis ir procesinis bendradarbiavimo
mechanizmas reglamentuojant leidimy teikti 1 Bendrijos rinka GM maisto produktus
iSdavima bei Sios procediiros taikymo praktika neuztikrina, kad biity nustatomas visoms
valstybéms naréms priimtinas bendro saugumo lygis. Taikant leidimy iSdavimo
procediira taip pat neuztikrinama, kad biity atsizvelgiama ne vien tik i mokslini rizikos
ivertinima, taciau ir i kitus teisétus kriterijus ir atsargumo principa.

4) Pagal naujaji GM maisto produkty reglamentavimo rezima valstybéms
naréms iSlieka galimybé imtis apsauginiy priemoniy ribojant prekyba konkreciais GM
produktais ir §i galimybé yra naudinga kompensuojant leidimy teikti GM maista i rinka
i8davimo procediros trikumus.

5) Bendrijos rinkoje esantiems GM maisto produktams taikomi Zenklinimo ir
susekamumo reikalavimai yra griezti, taciau del palikty reglamentavimo spragy ir
reikalavimy aiSkinimo praktikos juy taikymas negali veiksmingai uztikrinti nustatyto
tikslo — vartotojuy teisés pasirinkti vartoti GM maisto produktus ar ne.

Tyrimo Saltiniai, disertacijos tema atlikty tyrimy apZvalga, tyrimy
metodologija

Rengiant $ia disertacija daugiausia buvo analizuojami ir naudojami keliy tipy
Saltiniai: teisés aktai, jurisprudencija bei teisés doktrina. Visy pirma, pagrindinis Saltinis
— tai Europos Sajungos, tarptautinés teisés (daugiausia Pasaulio prekybos organizacijos,
taciau taip pat ir kiti —Pasaulio sveikatos organizacijos, Ekonominio bendradarbiavimo ir
plétros organizacijos, Codex Alimentarius komisijos dokumentai) ir nacionalinés teisés
aktai. Siai kategorijai priskirtina ir teisés akty parengiamoji medziaga, aidkinamieji
komunikatai ar kita Siy instituciju pateikiama medziaga, pavyzdziui, ataskaitos ar
memorandumai. Antrajai kategorijai priskirtina Bendrijos teismy (Europos Bendriju
Teisingumo Teismo ir Pirmosios instancijos teismo) jurisprudencija, taip pat ir PPO
giny nagrinéjimo kolegiju ir apeliacinés institucijos praktika. Pazymétina, kad
disertacijai naudoti iki 2008 m. rugs¢jo 1 d. priimti teisés aktai ir iki to laiko
susiformavusi institucijy praktika bei teismy jurisprudencija. Treciajai Saltiniy
kategorijai priklauso teisés doktrina — Bendrijos teisg, tarptautinés prekybos teise
analizuojanciy autoriy darbai, taip pat platesnius — politinius, socialinius, ekonominius —
genetiSkai modifikuoty produkty ir genetiSkai modifikuoty maisto produkty teikimo i
rinka aspektus analizuojantys moksliniai darbai.

Kaip jau buvo minéta pagrindziant Sios disertacijos aktualuma ir naujuma,
genetiSkai modifikuotiems produktams taikomas Bendrijos rezimas, taip pat ir Bendrijos
maisto teisé¢ ir su tarptautine prekyba susij¢ ivairlis aspektai yra sulauke nemazai
démesio doktrinoje ir, atsizvelgiant | temos naujuma ir jos dinamiska pobudi, publikacijy
ir tyrimy Sia tema nuolat gaus¢ja. Taip pat, kaip jau buvo minéta, tyrimai vyksta trimis
pagrindinémis kryptimis — pirma, bendro biotechnologijoms taikomo Bendrijos rezimo
analizé (B. Sheridan, Th. Christoforou darbai), antra, Bendrijos maisto teisés analizei
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skirti darbai (M. MacMaoldain, O’Rourke darbai), trecia, Bendrijos prekybos politikos
reglamentavima nagrin¢jantys darbai (ypac, A. Allemano, J. Scott). Kaip atskira grupg
galima iSskirti atsargumo principo tyrimams skirtus darbus (N. Sadeleer, C.R. Sunstein).
Visose Siy darby grupése bent i$ dalies nagrin€jami ir atitinkami genetiSkai modifikuoto
maisto teikimo i rinka sistemos aspektai. Taciau bent kol kas Europos teisés doktrinoje
néra paskelbta darby, skirty biitent genetiSkai modifikuoto maisto teikimo i rinka
reglamentavimo visapusiskam tyrimui. Stai, pavyzdziui, S. Mathieu 2007 m. pabaigoje
paskelbtame darbe Le Droit De La Société de l'alimentation, matyt, iSsamiausiai i$ visy
nagrinéty autoriy analizuoja naujyjyu maisto produkty ir technologiniy procesy
panaudojimo maisto pramongje iSkeltus ekonominius ir socialinius klausimus bei jiems
spresti  pateikiamus teisinius sprendimus. Vis délto ir jos darbe genetiskai
modifikuotiems maisto produktams skirtai analizei tenka antraeilé reikSmé.

Taigi, nesant iSsamiy visa apimanciy kity autoriy tyrimy, darbe buvo remtasi
atskirus tyrimo objekto aspektus nagrinéjanéiais kity autoriy darbais. Siuos Europos
autoriy tyrimus, susijusius su darbo tema ir analizuotus disertacijoje, galima suskirstyti {
kelias grupes. Pirma, tai darbai, skirti Bendrijos pirmajam GMO reglamentavimo
rezimui ir jo neveiksmingumo priezastims analizuoti (G. Majone, R. Mackenzie, Z.K.
Forsman, E. Brosset darbai). Antrai grupei galima priskirti tyrimus, susijusius su rizikos
valdymo struktiiry ir mechanizmy Bendrijoje analize (D. Chalmers, E.Vos, G. Roller,
G. Shaffer, G. Skogstad darbai). TreCioji grupé tai Bendrijos maisto teisés reforma
analizuojantys tyrimai, ypa¢ daug démesio skiriant Europos maisto saugos tarnybos
(European Food Safety Authority, toliau — EFSA arba Tarnyba), jos nepriklausomumo,
itakos ir veiklos tyrimams (K. Kanska, M. MacMaoldin, A. Alemanno, D. Chalmers),
taip pat viso GMO rezimo reforma analizuojantys darbai (S. Poli, Th. Christoforou,
A. Ostrovsky, P.Dabrowska). Atskirai iSskirtini su atsargumo principo taikymu ir
konceptualizavimu Bendrijos teis¢je apskritai ir maisto teiséje bei GM reglamentavimo
rezime konkreciai susij¢ tyrimai (J. Cazala, Th. Christoforou, Th.J. Daemen,
K. H. Ladeur darbai). Atsizvelgiant | tarptautines problemas, kylancias dél Bendrijos
GM maisto reglamentavimo ir atsargumo principo taikymo Bendrijoje, Siame darbe buvo
remtasi ir susijusiais PPO teisés aspektus gvildenanciais darbais, ypa¢ analizuojanciais
tarpatlantinés {tampos dél skirtingai formalizuojamy rizikos valdymo priemoniy
priezastis ir galimus sprendimo budus (G. E. Isaak ir W. A. Kerr tyrimai, taip pat
R. Howse ir P. Mavroidis tyrimai, bei J. Scott darbai). Galiausia pazymétina, kad,
kadangi Siame darbe teisinei analizei pagristi tiriami ir socialiniai, ekonominiai, etiniai
genetiSkai modifikuoto maisto reglamentavima lemiantys veiksniai, buvo analizuojami
ne vien tik teisés doktrinos tyrimai, bet taip pat ir politikos moksly, ekonomikos ir kity
socialiniy moksly atstovy darbai, skirti genetiSkai modifikuoty maisto produkty
reglamentavimo bei Siy produkty priémimo visuomengje problematikai nagrinéti.

Kaip jau minéta, Lietuvos teisés literatiiroje genetiSkai modifikuoty maisto
produkty teikimo i rinka reglamentavimo problematika yra beveik nenagrinéta.
Paminétinas Z. Kazakevi¢ienés ir D.Lygio straipsnis ,,Genetiskai modifikuoty
organizmy naudojimo reglamentavimas ir verslo plétra Lietuvoje, taciau jame Bendrijos
genetiSkai modifikuotiems organizmams taikomas rezimas analizuojamas Lietuvos
institucinio pasirengimo ji igyvendinti aspektu ir iSsamiai nenagrin¢jamas nei pats
reglamentavimas, nei konkreciai GM maisto reglamentavimo problematika. Taip pat
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paminétini N. Sarkauskienés ,,Genetiskai modifikuoty organizmy reglamentavimas
Lietuvoje® ir V. JaroSienés ,,GenetiSkai modifikuoty maisto produkty kontrolé*, parengti
konferencijos ,,Maisto sauga ir prieziiira“ skaityty pranesimy pagrindu, taciau dél savo
apimties jie abu { i§samius genetiSkai modifikuoty maisto produkty reglamentavimo ar jo
taikymo tyrimus nepretenduoja.

Disertacijos tyrimo rezultatai buvo pasiekti naudojantis tiek teoriniais, tiek
empiriniais mokslinio tyrimo metodais. Pazymétina, kad tyrimo tikslui pasiekti ir
uzdaviniams igyvendinti didziausia reikSmeg turéjo sisteminés analizés, loginio,
teleologinio (teisés akty leid¢jo ketinimo), istorinio ir lyginamojo mokslinio tyrimo
metody taikymas.
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ISVADOS

* Bendrijos GM maisto reglamentavimas pasizymi tuo, kad juo siekiama
igyvendinti daugeli tiksly — tenkinti ir aukSto vartotoju bei sveikatos apsaugos lygio
imperatyva, ir laisvo maisto produkty judé¢jimo Bendrijos vidaus rinkoje ir, i§ dalies,
tarptautingje prekyboje siekius. Todél ji igyvendinan¢ioms Bendrijos institucijoms, ypac
Komisijai, tenka pareiga siekti pusiausvyros tarp Siy tiksly. Nors remiantis bendraisiais
Bendrijos maisto teisés principais sveikatos ir vartotoju apsaugos tikslui turéty biiti
suteikiamas prioritetas prie§ laisvos prekybos maisto produktais skatinimo tiksla,
praktinio GM maisto reglamentavimo rezimo taikymo Bendrijos institucijose analizé
leidzia daryti iSvada, kad teikiant GM maisto produktus i rinkq prioritetas suteikiamas
laisvo prekiy judéjimo Bendrijos vidaus rinkoje ir uz jos riby tikslui.

* QGaliojanti leidimy teikti GM maista | Bendrijos rinka iSdavimo sistema,
lyginant su kitiems GMO taikomu rezimu, taip pat su ankstesne GM maistui taikyta
tvarka, yra i§ esmés visiSkai centralizuota Bendrijos lygmeniu. Valstybéms nerandant
konsensuso Taryboje priimant sprendimus, Sioje procediiroje pagrindiniai instituciniai
svertai tenka Komisijai.

* Leidimy GM maistui i8davimo procediros praktinio taikymo analizé leidzia
teigti, kad bent jau kol kas $is procesas yra visiSkai neoptimalus, nes valstybés nares
nesugeba susitarti ir kvalifikuota balsy dauguma priimti sprendimy dél leidimy
iSdavimo, todel §i pareiga paliekama Komisijai. Ji bent jau ligSiolin¢je praktikoje dél
taikomos komitologijos procediiros ypatumy apeina daugumos valstybiy nariy
prieStaravima ir priima sprendimus leisti teikti i rinka GM maisto produktus. Toks
Komisijos sprendimy iSduoti leidimus GM maistui priémimas, prieStaraujant daugelio
valstybiy nariy nuomonei, be abejo, vertintinas kaip ydinga praktika, kuria nepaisoma
didelés valstybiy nariy (ir ju visuomeniy) dalies nepritarimo teikti GM maisto produktus
1 Bendrijos rinka. Komitologijos reguliavimo procediiros taikymas politine ir socialine
prasme jautriems klausimams yra ydingas srityse, kuriose tarp valstybiy nariy néra
politinio sutarimo, kaip tai yra GM maisto srityje. Darytina iS§vada, kad komitologijos
procediiros, idant jos nesukelty nepasitenkinimo dél proceso nedemokratiSkumo ir
neatstovaujamumo, turi biti gristos konsensusu, o ne tokia arSia prieSpriesa, kokia yra
susidariusi leidimy teikti | rinka GM maista klausimu.

* Leidimy GM maistui iSdavimo procese siilytina atsisakyti dabartinés
reguliavimo komiteto procediiros — bitent siiilytina atsisakyti galimybés Komisijai
nepaisyti valstybiy nariy nesutarimo (t.y. tai, kad valstybés narés nesurenka
kvalifikuotos balsy daugumos komitete ir Taryboje) ir priimti savarankiskus sprendimus
dél GM maisto produkty isleidimo. Tokiu atveju sprendima leisti teikti i rinka konkrety
GM maisto produkta sidilytina laikyti nepriimtu, jeigu komitetas arba Taryba jam
nepritaria kvalifikuota balsy dauguma. Reikia pripazinti, kad pritarus tokiam sitlymui,
sprendimai teikti i rinka GM maisto produktus nebiity priimami, nebent tokiy produkty
saugumas biity visai akivaizdus bent jau kvalifikuotai valstybiy nariy daugumai. Nors
del to galbiit biity prilmama maziau sprendimy leisti teikti 1 rinka GM maisto produktus,
taip buty pasiekiama geresniy rezultaty, nei pagal Siuo metu taikoma praktika. Tokiu
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atveju bendras sprendimas (ar jo nebuvimas) atspindéty auksSc¢iausig iS valstybiy
siekiamo saugumo lygiy, o ne Zemiausia saugumo lygi, kaip dabar, kai Komisija nepaiso
atsargesniy valstybiy nariy nuomonés. Be to, toks pakeitimas skatinty leidimy i§davimo
procese dalyvaujancias Bendrijos institucijas, ypa¢ Komisija ir EFSA, iSties siekti
pagristi tokiuy produkty sauguma taip, kad nebiity paliekama jokiy abejoniy, ir ieSkoti
bendro visoms valstybéms naréms saugumo lygio suvokimo.

* Valstybiy nariy tarpusavio nesutarimy ir valstybiy nariy nesutarimy su
Komisija dél leidimy teikti i rinka GM maisto produktus iSdavimo kyla dél to, kad
skiriasi atskiry valstybiy nariy ir Komisijos (ar EFSA) pozitiriai i GM maisto sauguma ir
jo ivertinima. Tai, kas atrodo saugu (kai kurioms) valstybéms naréms, akivaizdziai
neatitinka to, ka bendru saugumo lygiu laiko Komisija, juo grindzianti savo pasitilymus,
o veliau ir sprendimus. Komisija vadovaujasi EFSA iSvada, kuri tarsi turéty atspindéti
bendra europini atitinkamo produkto saugumo ivertinima, taciau nesklandus sprendimy
priémimo procesas, kai daugelis valstybiy nariy prieStarauja ar bent jau susilaiko,
atskleidzia, kad tokiu bendru europiniu saugumo jvertinimu valstybés narés nepasitiki.
Darytina iSvada, kad toki nepasitikéjima, greta abejotino EFSA nepriklausomumo nuo
Komisijos, nulemia tai, kad néra bendro ir visoms valstybéms naréms priimtino GMO
produkto saugumo lygio suvokimo, arba tiksliau tai, kad nepakankamai stengiamasi toki
bendra saugumo lygi nustatyti ir pasiekti.

* Siekiant tobulinti §i sprendimuy dél GM maisto procediiros etapa ir bendro
saugumo lygio nustatyma, visy pirma, siiillytina stiprinti EFSA nepriklausomuma nuo
Komisijos, pavyzdziui, panaikinant Komisijos teisg¢ perzitiréti ir pareikalauti panaikinti
EFSA iSvadas. Antra, sililytina atsisakyti tik fakultatyvaus EFSA konsultavimosi su
valstybémis narémis vertinant GM maisto produkty rizika ir itvirtinti, kad vertindama
GM maisto produkty sauguma EFSA privalo konsultuotis su valstybémis narémis (su ju
paskirtomis kompetentingomis mokslo institucijomis). Tokiu atveju taip pat deréty
itvirtinti EFSA pareiga atsizvelgti 1 valstybiy nariy paskirty institucijy mokslines iSvadas
rengiant savo iSvada arba motyvuoti, kodél neatsizvelgiama i jose iSdéstytus
prieStaraujancius argumentus. Tai padéty uztikrinti ir pasiekti, kad jau GM maisto
produkto rizikos ivertinimo etape biity vadovaujamasi aukstesniu ir daugiau valstybiy
nuomong atspindin¢iu saugumo lygiu. Tai, savo ruoztu, padéty kurti tikra, 0 ne menama
sutarima dél bendro europinio saugumo lygio ir, atitinkamai, mazinty valstybiy
prieStaravimus priimant sprendimus teikti GM maisto produkta i rinka.

* Be to, greta priemoniy, skirty aukStesniam bendram saugumo lygiui pasiekti, {
leidimy GM maistui iSdavimo proceso praktika turéty biiti papildomai jtraukiami ir
nagriné¢jami su GM maisto produktais susij¢ ,.kiti teiséti veiksniai®, tokie kaip
socialiniai, ekonominiai, etiniai ir aplinkosauginiai veiksniai. Kadangi vien objektyvus
mokslinis GM maisto produkty saugumo pagrindimas negali uztikrinti, kad bus
atsizvelgta 1 kitus visuomenés pasitik¢jima reglamentavimu stiprinancius etinius,
ekonominius, socialinius aplinkosauginius argumentus, kurie dél maisto ir jo suvokimo
svarbos yra aktualiis kiekvienam visuomenés nariui, todél minéty veiksniy nagrinéjimas
rengiant ir svarstant sprendimus iSduoti leidimus GM maisto produktams biity
reik§mingas $iy sprendimy pagrindimo ir legitimavimo elementas.

* Atitinkamai sitlytina, visy pirma, sukonkretinti, kaip turi biiti atsizvelgiama {
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leidimy teikti GM maista iSdavimo procese pateiktus visuomenés komentarus, bent jau
itvirtinant Komisijai pareiga motyvuoti, kaip buvo atsizvelgta | nepritariancius
visuomenés komentarus arba kodél buvo nutarta | juos neatsizvelgti. Antra, taip pat
sitilytina jpareigoti Komisija teikiamy sprendimy projekty pagrindima (aiSkinamuosius
memorandumus ir sprendimuy projekty preambules) papildyti argumentais,
nagrinéjanciais sitilomo sprendimo socialinius, ekonominius ar etinius aspektus. Vien
tokiy argumenty nurodymas sprendimo pagrindime atskleisty, kad atsizvelgiama arba
bent jau bandoma atsizvelgti i Europos visuomeng ir valstybes nares jaudinanc¢ius GM
maisto teikimo i rinka aspektus.

* Reglamentuojant GM maista atsargumo principui suteikiama daug reikSmeés,
taCiau darytina iSvada, kad bandant taikyti Teisingumo Teismo praktikoje suformuluotus
atsargumo principo taikymo kriterijus (t. y. mokslinio netikrumo situacijos buvimo
kriterijus) GM maisto reglamentavimo kontekste rémimasis atsargumo principu tampa
labai komplikuotas. Siekiant, kad atsargumo principas galéty biiti praktikoje taikomas
teikiant GM maista | rinka, sitlytina suSvelninti naujy moksliniy duomeny pateikimo
kriterijaus aiSkinima. Tai buty galima pasiekti, jeigu EFSA atlickamam GM maisto
produkty rizikos ivertinimui nebity suteikiamas prioritetas valstybiy nariy atliekamy
moksliniy tyrimy atzvilgiu (ypac¢ atsizvelgiant { tai, kad EFSA pati moksliniy tyrimy
neatlieka, o remiasi pareiskéjy pateiktais tyrimais). Tai leisty iSvengti situacijos, kai
valstybés narés, siekdamos pagristi biitinybg remtis atsargumo principu, turéty pateikti
LShaujesniy ir geresniy moksliniy tyrimy rezultaty uz pareiskéjus, o joms pakakty
pateikti pagristy duomeny, kad atitinkamas GM maisto produktas yra iStirtas
,nepakankamai, nevienareikSmiSkai ar neapibréztai‘.

* Kita vertus, jeigu neimanoma tenkinti salygu remtis atsargumo principu, reikia
pripazinti, kad buty tikslingiau ir tiksliau konkre¢iais GM maisto teikimo | rinka
apribojimo atvejais remtis ,kitais teisétais veiksniais®, nei remtis vien hipotetinémis
rizikomis taip kompromituojant atsargumo principo taikyma. Atlikus §i tyrima, galima
daryti iSvada, kad toki GM maisto produktus apribojanciy sprendimy pagrindima,
skirtingai nei rémimasi atsargumo principu, biity galima pagristi pagal PPO teisg. Net ir
PPO teiséje, kurioje sveikatos apsaugos pagrindais gali biiti pateisinamos tik iSimtys, o
vartotojuy preferencijy apskritai nepaisoma (skirtingai nuo Bendrijy teisés, kur auksto
lygio sveikatos ir vartotoju apsauga yra tikslas per se), galima rasti budy pasinaudoti
»kitais teisétais veiksniais“ iSvengiant griezto mokslinio pagrindimo reikalavimo
prekyba ribojanc¢ioms priemonéms.

* Atlikus kompleksini GM maisto produkty pateikimo i rinka proceso ir rinkoje
esantiems GM maisto produktams taikomy priemoniy tyrima darytina iSvada, kad dél
sudétingo ir nesklandaus bendry sprendimy dél GM maisto produkty leidimy iSdavimo
proceso iSauga rinkoje esantiems GM maisto produktams taikomy priemoniy reikSme,
nes biitent jomis bandoma pasiekti GM maisto reglamentavimo tiksly pusiausvyra ir
pakankama vartotoju apsaugos lygi. Rinkoje esantiems GM produktams taikomos
priemonés (pradedant nuo ju monitoringo, zenklinimo ir susekamumo uztikrinimo ir
baigiant vienaSaliy valstybiy nariy apsauginiy priemoniy taikymo galimybémis) veikia
kaip kompensaciniai mechanizmai, skirti susvelninti nesuderinty valstybiu nariy poziciju
dél GM maisto saugumo iSduodant leidimus poveiki.
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* GM maisto produkty susekamumo ir zenklinimo reglamentavimo sistemai, kuri
sudaryty galimybes atskirti GM produktus nuo iprastiniy, tradiciniy ir taip leisty
atsargesniam ar etiniy preferencijy paisan¢iam vartotojui pasirinkti, ar vartoti GM maisto
produkta, ar ne, tenka pagrindinis vaidmuo skatinant didesni visuomenés pasitikéjima
GM maisto reglamentavimu. Tod¢l siekis sukurti griezta Bendrijos GM maisto produkty
zenklinimo ir susekamumo tvarka, be abejo, vertintinas teigiamai. Atlikta Bendrijos GM
maisto zenklinimo nuostaty analizé ir Bendrijos institucijy praktika, taikant ir aiSkinant
Siuos Zenklinimo reikalavimus, leidzia vis délto pagristai abejoti, ar sukurta Zenklinimo
sistema ir jos taikymas sudaro prielaidas veiksmingai igyvendinti iSkelta tiksla —
uztikrinti vartotojy teis¢ pasirinkti, ar vartoti GMO produkta. Tyrimas atskleideé, kad
veiksmingai uztikrinti §$ig teis¢ trukdo keletas aspektu: nevienareikSmiska GM maisto
savoka (t.y. tai, kas turi biiti Zenklinama); prieStaringi kriterijai, skirti atskirti GM,
iprastam ir ekologiSkam maistui; ypac tam turi jtakos neigiamas Bendrijos institucijy
(Komisijos, taip pat ir Bendrijos teismu) poziiiris i papildomus, iSsamesnius Zenklinimo
reikalavimus ar alternatyvias praktikas, kuriomis biity siekiama aukStesnio lygio
vartotojuy apsaugos, taip pat esamy nuostaty (pavyzdziui, nuostaty dél GMO neturinciy
maisto produkty zenklinimo ar dél Zenklinimo vie$ojo maitinimo istaigose) aiSkinimas.

* Kad vartotoju teisés pasirinkti uztikrinimas nebiity tik deklaratyvi fraze,
sitilytina koreguoti esamas Bendrijos GM maisto zZenklinimo nuostatas ir jy taikyma:

Pirma, butina imtis veiksmy priimti i§samias taisykles dél GM maisto zenklinimo
vie$ojo maitinimo istaigose, kurioms priimti Komisijai jau yra suteikti jgaliojimai. Tuo
tarpu, kol néra priimta Bendrijos suderinty taisykliy ar net pateikta ju projekto, siilytina,
kad valstybés narés, taip pat ir Lietuvos Respublika, pacios numatyty iSsamias tokio
zenklinimo taisykles nacionalinéje teiséje arba bent jau mutandis mutandis taikyty
nefasuotam GM maistui skirtas Zenklinimo taisykles.

Antra, esamas zenklinimo nuostatas Bendrijos institucijoms siiilytina aiskinti
siekiant jgyvendinti pagrindini ju tiksla (vartotojo teisés pasirinkti uztikrinima) ir Siuo
aiSkinimu netrukdyti tiek valstybéms naréms imtis papildomy vartotoju neklaidinanciy
priemoniy auksStesniam vartotoju apsaugos lygiui pasiekti, tiek privatiems subjektams
taikyti alternatyviy Zenklinimo praktiky, kuriy neapima Bendrijos reglamentavimas.
Tokios papildomos zenklinimo praktikos (pavyzdziui, GMO neturin¢iy maisto produkty
zenklinimo zenklu ,be GMO®) neturéty buti ribojamos, o atvirks$€iai, siiilytina jas
skatinti EB lygiu. Tokiam Zenklinimui pasiteisinus, ateityje netgi sitilytina pereiti prie
supaprastinto ir aiSkaus Zenklinimo Bendrijos lygiu, patvirtinant du Bendrijos Zenklus
,»su GMO* ir ,,be GMO* atitinkamiems produktams, nes tai biity itin aiSku visiems
vartotojams.

Galiausia GM maisto zenklinimo ir susekamumo, kaip vartotojy teisés pasirinkti
garantijos, patikimumas ir veiksmingumas taip pat priklauso nuo administraciniy
gebéjimy jgyvendinti Siuos reikalavimus visose valstybése narése, atsizvelgiant | tai, kad
(GM) maisto produktai, pateikti i rinka bet kurioje i§ valstybiy, toliau Bendrijos vidaus
rinkoje juda laisvai. Todél sitilytina tobulinti GM maisto priezitiros ir kontrolés sriti bent
jau kai kuriose valstybése narése, ypac, kiek tai susij¢ su prieziliros instituciju
sugeb¢jimu atlikti tyrimus ir nustatyti tiek genetinés modifikacijos buvima maisto
produktuose, tiek jos leisting kieki.
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* Valstybiy nariy vienaSalés prekyba GM produktais ribojancios priemonés
(,,apsauginés priemonés‘) yra kitas esming reikSme¢ GM maisto reglamentavimui turintis
elementas. Naujasis GM maisto reglamentavimo rezimas susiaurina valstybiy nariy teise
imtis apsauginiy priemoniy d¢l Bendrijos lygmeniu autorizuoty GM maisto produkty ir
nustato grieztesnes procesines ir materialines tokiy apsauginiy priemoniy taikymo
salygas. Vis délto atliktas tyrimas leidzia daryti iSvada, kad tais atvejais, kai kitos
valstybés narés politiskai pritarty ir palaikyty komitete arba Taryboje, valstybés narés, be
abejo, galéty iSlaikyti nacionalines apsaugines nuostatas, ribojancias prekyba GM maisto
produktais.

* Akivaizdu, kad valstybés narés praktikoje naudojosi galimybe nustatyti
apsaugines priemones, kad pasiekty rezultatus, kuriy negaléjo pasiekti leidimy teikti GM
maisto produktus i Bendrijos rinka iSdavimo procedury metu. Todél tikétina, kad, jeigu
Siuo metu vykstancivose leidimy pateikti GM maisto produktus i rinka iSdavimo
procesuose toliau bus neatsizvelgiama | valstybiy nariy prieStaravimus, arba, kaip
siiloma, 1 ju nurodomus ,.kitus teisétus kriterijus, valstybés narés, kurios nepageidauja
isileisti | savo rinkas ar aplinka GM produkty, naudosis visomis EB teisés suteikiamomis
galimybémis riboti $iy produkty pateikima. Todé¢l, nagrinéjant valstybiy nariy apsauginiy
priemoniy riboti prekyba GM maisto produktais nustatymo galimybes bei Siy priemoniy
nustatymo praktika, sitilytina butinai palikti tokia galimybe valstybéms naréms ir esamas
nuostatas aiskinti taip, kad Sig galimybe biity imanoma igyvendinti praktiSkai. Tai padéty
iSvengti to, kad atsargesnés ar skeptiskesnés dél GMO valstybés pradéty stabdyti visus
su GMO susijusius procesus Bendrijos lygmeniu, nes joms biity palikta galimybé
pritaikyti GM maisto produkty rezima prie saugumo suvokimo lygio ju visuomenéje
nepazeidziant Bendrijos teises.
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