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I. Introduction 
 
[1] The first directives regulating the use and trade of genetically modified organisms (GMOs) were adopted at the 
Community level in 1990.(1) These acts formed a core of the Community gene technology legal regime and 
harmonised the authorisation procedures prior to both contained use and deliberate release of genetically modified 
organisms. Accordingly, no GMO may be placed on the European Union market without obtaining a written consent 
for it and only after an appropriate environmental risk assessment has been carried out. Under the old Deliberate 
Release Directive 90/220, 18 GM products were allowed to be placed on the Community market following either the 
Commission decisions or Member States consent (2) and over 1000 were notified to the Member States authorities 
for experimental purposes. (3)  
 
[2] The genetically modified organism (GMO) means "an organism, with the exception of human beings, in which the 
genetic material has been altered in a way that does not occur naturally by mating and/or natural recombination". (4) 
GMOs, received through genetic engineering, may be used as food (e.g. GM soybean, maize, or tomatoes), feeds, 
seeds, forestry materials or pharmaceuticals. (5)  
 
[3] The progress and development of modern biotechnology sector, including genetic engineering, has been 
accelerating over the last years. (6) It offers a lot of novel opportunities for health care, agriculture or food production. 
(7) On the other hand, however, the potential implications of genetically modified products for society at large and the 
environment cause fears among consumers and impose new challenges and responsibilities on the regulators. (8) 
This is mainly linked to unknown risks for the environment and the humans which might spring from new 
technologies. Hence, the argument goes, the trade of GM products needs to be strictly controlled, in accordance with 
a precautionary principle claiming that when scientific evidence is inconclusive, preventive action should be taken 
before the dangerous and irreversible consequences occur, i.e. without waiting for - more - certainty. (9)  
 
[4] In response to the growing safety concerns (10) and the need of adjusting the authorisation procedures (including 
the risk assessment and risk management) to rapidly changing environmental and market conditions the new 
Directive 2001/18 was adopted and it will enter into force on the 17th October 2002. (11) The revised rules on the 
deliberate release of GMOs intend to set up a more effective and transparent system of authorisations and ensure a 
better level of protection for human health and the environment. (12) Actually, no new GMO has been approved on 
the EU market since 1998 due to the opposition and political declaration of five Member States which called for 
suspension of authorisations until the revised legislation is passed. (13) However, after the adoption of the new 
Directive 2001/18 there is still de facto moratorium on the approval of new GM products on the EU market. (14) In 
2001, these Member States confirmed the reluctance towards further GMO authorizations until the complete labelling 
and traceability Community provisions are also in force. (15)  
 
[5] Facing the controversies over GMOs, that is the problem of de facto moratorium on the one hand and the impasse 
in the European regulatory process on the other, it is important to analyse the division of powers between the EU and 
the Member States with regard to deliberate release of GMOs. This paper examines the division and exercise of 
these powers under the new regime introduced by the Directive 2001/18. The matter is of great concern as the 
Member States still use political means in trying to evade the legal consequences under the new EU regime despite 
the harmonisation of the authorisation procedures for GMOs. One of the questions then arising is whether or not 
more decisive power should be given to the Member States. Another asks whether they will have more powers within 
the legal framework under the new Deliberate Release Directive? What are the changes in comparison to the old 
Deliberate Release Directive? Who really decides on deliberate releases of GMOs into the environment? 
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[6] Usually, the discussion on the division of powers between the EU and the Member States focuses on legislative 
powers. (16) However, a decision on deliberate release of GMOs to the environment is administrative in nature and 
that is why the division of executive powers will also be dealt with here. Both the competent national authorities and 
the EU institutions take part in the process. The first part of the paper concentrates on the power to create law and 
the extent of the Community legislative competence. The second one analyses how is this law applied, namely, who 
has the power to allow the placing of a GMO on the market. The next explores the possibility for Member States to 
differentiate from the Community provisions and shows how they can legally restrict the deliberate release of GMOs. 
The last one makes an attempt to draw the conclusions. 
 
II. The Community's Legislative Power Revisited 
 
[7] An exploration of the problem of the division of powers between the EU and the Member States will have to start 
with an analysis of the legislative competence to create relevant legal provisions concerning deliberate release of 
GMOs to the environment. According to the principle of attribution of powers (Art. 5 of the EC Treaty) the existence 
and scope of Community competence is limited to the powers conferred upon it. Where the Community possesses 
law-making power it is normally defined in a separate Article and it will constitute a legal basis for action in the area in 
question. (17) There is, however, no provision of the Treaty attributing the competence to the Community in the field 
of genetic engineering so the power to adopt measures like the directives on deliberate release must be assessed 
concerning the aim of these acts. 
 
[8] The release of genetically modified products can affect the integrity and safety of the environment. Yet, the very 
protection and preservation of the environment is one of the fundamental objectives of Community policy and law. 
(18) It is questionable, whether harmonisation of provisions on GMOs which are to further this aim can be based on 
Article 175 (1) EC, because GM products are, at the same time, subject to trade and thereby closely linked to the 
functioning of the internal market. Therefore, the legal basis could also be Art. 95 EC. As a matter of fact, both 
Directives on deliberate release (90/220 and 2001/18) have been based on Article 95 EC. The Community exercised 
its legislative competence by issuing the harmonising directives on the environmental matters provided for within the 
framework of the internal market. This might be in some contrast to the Directive's own wording: Art. 1 of the ‘new' 
Directive (2001/18) sets as the objective the approximation of the laws, regulations and administrative provisions of 
the Member States and the protection of human health and the environment while carrying both non-commercial and 
commercial deliberate release of GMOs. Now, the old dispute sets off about whether or not Art. 95 was a proper legal 
basis in the case before us.(19)  
 
[9] In the course of the following, some arguments will be presented whereafter the new Directive mainly aims at 
environmental protection and should therefore have been based on Art. 175. This choice is of significance because it 
determines whether the Member States' right to legislate despite the harmonisation attempts will be governed either 
by Art. 176 or Art. 95 paras. 4-5. (20) The question is, in other words, whether the opportunity for Member States to 
differentiate from the approximated Community provisions will be in the form of a minimum harmonisation technique 
(relating to environmental policy, Art. 176) or of a specific "opt-out" clause (with respect to internal market measures 
under Art. 95). (21) This difference excludes the possibility of a dual legal basis for the new Directive even if we were 
to claim that Community policies linked to environmental protection and the internal market were equally essential 
and when after the Treaty amendments the legislative procedure for both Articles is now the same, i.e. Art. 251 EC. 
(22)  
 
[10] According to the European Court of Justice, the aim and content of a measure shall be the factors determining 
the legal basis of an act. (23) Furthermore, the decisive factor should be the main object of a measure. (24)  
 
[11] Like the ‘old' Directive, the new one is process-oriented (25) and provides for a horizontal regulatory framework 
in the EU gene technology law. (26) It means, that the new Directive sets general safety rules and conditions to be 
followed while carrying deliberate release of any product being a GMO. Any further sectoral Community legislation 
must lay down all the safety and environmental risk assessment provisions at least equivalent to those of the new 
Directive. (27)  
 
[12] As mentioned above, the objective of the new Directive is to harmonise laws of the Member States and to protect 
human health and the environment when carrying deliberate release of GMOs (Article 1) . (28) Thus, already first 
recitals of the Preamble declare the importance of the protection of the environment; and there are many others 
related to human health or environmental protection (risk and environmental assessment) or to the rights of the public 
concerning deliberate release and traceability of GMOs. (29) All this suggests that the aim and main object of the new 
Directive is to protect human health and the environment in the first place. Moreover, the economic optimism 
attached to the use of biotechnology is no longer included as it appears in the Preamble to the old Directive 90/220. 
(30) The explanatory memorandum for the new Directive also does not emphasise the necessity for further 
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Community – wide regulation because of the internal market. (31) It is striking, how little the Preamble to the new 
Directive says about proper functioning of internal market while it is extensively describing goals of the environmental 
protection. The new Preamble also states that precautionary principle must be taken into account when implementing 
this Directive and this principle is primarily inherent exactly in the EC environmental policy (Art. 174 para. 2). (32)  
 
[13] What is more, the content of the whole measure also aims primarily at the protection of human health and the 
environment. The new Directive develops the provisions on the national – Community authorisation procedures for 
GMOs to make them more reliable and extends the requirements for environmental risk assessment; imposes the 
obligation on the national competent authorities to monitor GMOs following their placing on the market; introduces the 
procedure in case of new risk of the GMOs and the scientific (obligatory) and ethical consultations within the 
procedures. (33) All these Articles serve the safety of the humans and the environment. Furthermore, only 
commercial releases of GMOs affect the operating of the internal market (they may be used and sold) when GMOs 
released for experimental purposes are not available to third parties. This makes part (B) of the new Directive 
exclusively environmental protection measure. (34)  
 
[14] On the other hand, some arguments may be raised in favour of the opinion that the Directive harmonises rules to 
provide for the proper functioning of the internal market. 
 
[15] First, the Directive is adopted as a continuum of the approximation achieved by the old Directive 90/220 which 
aimed inter alia at removal of unequal conditions of competition and barriers to trade between Member States. (35) 
Thus, the pre-harmonisation situation might have created obstacles to free movement and led to distorted 
competition. Those were the economic reasons underlying the adoption of the old Directive and the establishment of 
a one harmonised authorisation procedure. It provides that once a GM product was authorised on the market it may 
circulate freely within the whole Community. But nowadays, when safety of GMOs and gene technology causes much 
more concerns the situation might have changed. The new Directive introduces a new provision that authorisation of 
GMO is issued for a fixed time up to ten years and after this period it may be renewed through the renewal of consent 
procedure, (36) but the further positive outcome cannot be taken for granted. Moreover, the Directive states explicitly 
that forum shopping is allowed (37) what can cause not truly equal conditions for competition. It means, that the 
rejection of a GMO by one national authority is without prejudice to any future decision about this GMO by another 
competent authority. (38) One may easily imagine that competent authorities in some states will be more eager to 
take favourable opinions on GMOs even though the authorisation procedure may have the Community centralised 
level. The distortion of competition may also occur because of the different national administrative provisions and the 
possibility of ethical consultations which are not harmonised under the new Directive. Within the procedure Member 
States may consult any committee they have established to obtain advice on the ethical implications of 
biotechnology. (39) In theory, it is possible that some states will take the opportunity to impede authorisation 
processes by establishing five different ethical instances. All these somehow restrictive solutions do not really smooth 
functioning of the internal market. 
 
[16] Still, the second argument which needs to be considered, is that the new Directive harmonises labelling and 
packaging rules for GMOs placed on the Community market. It moves the act towards being an internal market 
measure if the Dashwood test is applied. (40) Yet, the purpose of the harmonised detailed labelling rules for GMOs in 
the new Directive seems to be, again, the protection of consumers rather than the removal of obstacles hindering 
trade. (41) In the end, the "internal market" arguments do not appear entirely convincing. 
 
[17] Nevertheless, some authors stand in favour of Art. 95 EC as the legal basis for all product-related measures 
which ensure the environmental protection (like in their view the new GMOs Directive). They claim that this Article 
should prevail e.g. over Art. 175 EC as it is believed to lead to a greater degree of integration. (42)  
 
[18] The question arises only whether there is a desire in Member States for greater integration with respect to GMOs 
when taking into account their varying views on the safety of GMOs and their potential risks. (43) It is not easy to 
state unequivocally which legal base should indeed prevail. 
 
[19] The answer needs to be sought in the case law of the ECJ. The case Titanium Dioxide indicates that for the new 
Directive 2001/18 Art. 95 constitutes a proper legal basis. (44) The Court was then satisfied that a Directive 
harmonising rules for the disposal of waste could be regarded as an internal market measure and did not refer 
directly to the theory that when there are two objectives of a directive, the principal should prevail. (45) On the other 
hand, it held in the later case that a Directive establishing rules for waste disposal had only incidental effect on the 
market and shall be treated as environmental measure. Hence, the Court applied the centre of gravity approach. (46) 
The situation is even more blurred after the ECJ's Biotech decision. (47) The consequence of this judgement is, on 
one hand, that any act approximating rules between Member States to prevent even future obstacles to trade may be 
properly based on art. 95 (like the new Directive). (48) On the other hand, the Court still says that the legal basis for 
an act should be determined according to its main object (essential purpose). Yet, defining the main object of a 
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directive and determining if the harmonisation has an incidental or a direct impact on the functioning of the internal 
market is necessarily subjective process. (49)  
 
[20] There is, however, last but not least argument in favour of the assessment that the main object of the Directive is 
the protection of the environment. In the recent opinion 2/00 on the Cartagena Protocol on Biosafety (50) the Court 
considered the similar issue with regard to the external Community competence. (51) After the analysis of the content 
and aim of the Protocol the Court came to the conclusion that it is 
 
"an instrument intended essentially to improve biosafety and not to promote, facilitate and govern trade. … the broad 
interpretation of the concept of common commercial policy under the Court's case law are not such as to call into 
question the finding that the Protocol is an instrument falling principally within environmental policy, even if the 
preventive measures are liable to affect trade relating to LMOs". (52)  
 
[21] Since the harmonisation achieved at Community level in the form of all GMOs Directives cover a part of the 
Protocol's field (53) it would be advisable to adopt the new GMO Directive also within environmental policy framework 
for the sake of coherency in EU law. If the Court considers the Protocol to be the environmental protection measure, 
it is arguable that the new Directive 2001/18 primarily aims at the environmental protection when regulating almost 
the same matters, namely control of release and trade of GMOs. Thus, it is mainly fulfilling the objectives of the 
Community environmental policy and not having as its object and effect the improvement of the conditions for the 
establishment and functioning of the internal market. 
 
[22] Consequently, the result of such an analysis should be statement that Art. 95 EC was not a proper legal basis, 
even though, admittedly, the adoption of Directive 2001/18 on the basis of Art. 175 EC would mean a complete 
reformulating of the Community GMOs' regime and would necessarily lead to a lesser degree of integration. (54) It 
would make possible the introduction and maintainance of more stringent environmental protective measures after 
simply notifying the Commission on the ground of Art. 176 EC. Therefore, it would place the Member States in a 
much more powerful position with regard to deliberate release of GMOs. (55) Maybe it would satisfy the needs of 
these Member States which are not convinced about safety of GMOs, provide for greater flexibility and the possibility 
of protecting their environmental interests not necessarily by using purely political instruments, e.g. declaring the 
moratorium for any GMO approval on the EU market. 
 
[23] At this point, we are in a position to see a sort of paradox unfolding: the Member States (through the Council) 
have not contested in any way the legal basis for the act in question. (56) This implies that, generally speaking, the 
Member States are in favour of a well functioning trade of GMOs and the maintenance of the new Deliberate Release 
Directive within the framework of the Community's internal market legislature. Moreover, they seem to accept the 
Community powers in the field, especially with the whole procedure's possible future centralisation and the current 
unifying legislative developments in mind. (57) All of this might be seen, however, as being slightly inconsistent with 
their political blocking of GMOs authorisations and their turning to other available measures (e.g. safeguard clauses) 
to impede the free circulation of GM products within the whole Community market. How can this be explained? 
 
III. Power to allow deliberate release of GMOs 
 
[24] The decision which allows a concrete GM product to be placed on the Community market is the outcome of an 
authorisation procedure often involving the national competent authorities as well as Commission and Council. (58) 
Hence, both the EU and Member States powers are represented within the decision–making process. In the following 
sections, we shall explore how these powers are exercised in the framework of the new Directive 2001/18. 
 
[25] As regards the national ‘stage', the following can be observed. With regard to both commercial and non-
commercial releases of GMOs into the environment the decision-making process reflected in the authorisation 
procedure starts at a national stage. (59) Art. 6 and 13 of the new Directive require that any planned release must be 
first notified to the Member State's competent authority where it is to take place. For example, in England it will be the 
Department of the Environment, Transport and the Regions or the Ministry of Agriculture, Fisheries and Food, in 
France the Ministry of Environment or Agriculture, Fisheries and Food. (60) At this stage the Member States through 
competent authorities fully exercise the power of assessment concerning risks which the release of GMO entails for 
human health or the environment. (61) It is their role to examine if all information provided in an applicant's 
notification is compatible with the requirements of the new Directive. 
 
For non-commercial releases, the Member State that has received a request for authorisation is left to take whatever 
decision it deems appropriate, (62) either positive or negative. The decision–making process ends here. 
 
[26] In the case of placing GMOs on the market the procedure varies substantially, this being due to greater safety 
concerns. The authorisation process may take place on both the national as well as on the EU level. The Community 
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role is therefore much more extensive. (63) The comitology regulatory procedure applies and the Commission 
exercises implementing administrative powers in close cooperation with Member States (64) (although it is generally 
the obligation and right for the latter to implement directives) (65) . After the competent authority carries out an initial 
environmental risk assessment concerning GMOs it issues an assessment report which is circulated among all 
Member States. Again deciding an outcome of the report is a matter for the Member State competent authority, but 
the other Member States authorities may raise objections. Therefore, even a favourable opinion in the report will 
trigger the EU procedure if it is followed by the reasoned objections from one or more Member States as to the 
placing on the market of a GMO. (66) So far, out of eighteen GMOs authorised on the Community market there were 
a mere three cases where Member States' authorities did not raise certain objections. (67)  
 
[27] The so-called mediation stage is entered when there are controversies over placing the particular GMO on the 
market, and the competent authorities from all Member States and the Commission may „discuss any outstanding 
issues with the aim of arriving at an agreement within 105 days from the date of circulation of the assessment report" 
. (68) This phase takes place before the comitology procedure starts. This is a novel mediation provision in 
comparison to the old Directive 90/220 to provide for a forum where informal discussions may take place in the hope 
for consensus between States. It is hard to assess at this point whether such solution will be efficient and help to 
resolve GMOs' disputes which anyway cannot be resolved in the regulatory committees and the Council during the 
whole procedure. (69) If there are no objections from other Member States and/or the Commission or in the case they 
have been, the mediation resolves problematic issues, the competent authority which first prepared the positive 
assessment report decides that a GMO may be placed on the market. On the other hand, where the Member State 
competent authority maintains its original negative position, the application is rejected and a GMO is not placed on 
the market. In both cases the decision–making process ends here. (70) In such event, the competent authority of a 
Member State that carried out the initial assessment has decisive power at this point and it is ultimate in this Member 
State. Still, the new Directive allows the applicant to further apply for later authorisation in other States (when it is 
rejected by the first competent authority). And the next application is not conditional upon e.g. new scientific evidence 
that the product is safe due to changed circumstances. 
 
[28] Finally, the EU stage. When Member States raise reasoned objections and do not reach agreement through 
mediation the inter–institutional regulatory committee procedure starts. (71) The Commission submits a proposal for a 
decision authorising or not authorising a GMO on the market to the so-called regulatory (standing) committee that is 
composed of Member States representatives and chaired by a representative of the Commission. (72) The content 
and outcome of the proposal is based on the opinion of the Scientific Committee which must be consulted. (73) The 
general observation is that the Commission follows the scientific committee's opinion almost "blindly", thereby 
granting it enormous influence on the Community's decision making. (74)  
 
[29] The Standing Committee delivers its opinion within the time-limit determined by the chair and the approval must 
be issued by qualified majority of the Member States. When the Member States agree by qualified majority on the 
favourable proposal the decision authorising a GMO may be adopted. However, it has already happened that the 
Commission has withdrawn its draft measure from the Committee before voting occurred in the aim of avoiding a 
negative outcome. Such has been the case under the impression of the impossibility of a political agreement 
concerning the placing on the market of a GMO. (75) When there is no consensus towards authorising a GMO at this 
stage of procedure the Member States may politically influence the Commission even though there is no legal 
provision providing for withdrawal. 
 
[30] If the opinion of the Standing Committee differs from the Commission proposal or no qualified majority of 
countries opts for any solution and no opinion is delivered, the Commission must submit a proposal to the Council. It 
shall decide on a measure by qualified majority within three months. (76) If within that period the Council indicates by 
a qualified majority opposition of the proposal, the Commission must re-examine the proposal. It may then submit the 
amended proposal to the Council or re-submit the original draft proposal for the second time. (77)  
 
[31] This provision increases the decision-making power of disagreeing Member States in comparison to the old 
regime where unanimity was needed to oppose Commission proposals. (78) This led to the situation that the 
Commission was seen to authorise GMOs against the will of almost all Member States. There was at least one such 
case of genetically modified maize which, after notification by Novartis, sought authorisation but found France to be 
its single supporter in the Council. (79) When the Council, after three months, had neither adopted the proposal nor 
opposed it, it was adopted by the Commission. 
 
[32] The Commission's decision is legally binding on the Member State to which it is addressed. (80) The competent 
authority in this State is under obligation to issue its written consent for placing GMO on the market to circulate freely 
if the Commission decision has been positive. (81)  
 
[33] Under the new regime, the ultimate authority of the Commission, when the Council does not act, remains intact. 
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Now however, the qualified majority voting provision (as opposed to unanimity voting) would make it possible to reject 
the authorisation of GMOs on the market giving more decisive power to the Member States. It is even said that the 
new procedure provides for greater protection of citizens' preferences, at least to the extent that these may be 
translated into votes in the Council. (82) On the other hand, the Member States generally opposed to GMOs do not 
possess a qualified majority voting power (provided they express uniform position), while they will usually have 
enough votes to block a qualified majority decision supported by other States. (83) It is therefore still likely to happen 
that the Council will not reach the agreement by required majority and the Commission will decide exercising the 
function of dispute-resolving administrative organ. (84) Unless it refrains from any action, not eager to act clearly 
against political will of the Member States. Like the present situation, when 14 notifications for approval of GMO have 
been pending for years without any final decision. (85)  
 
[34] Furthermore, the new Directive states that a decision reached through the comitology process shall be adopted 
and published within 120 days. (86) It is envisaged to remedy the current situation of "never–ending" authorisations 
and limit the Member States' political impediments of the authorisation processes. Under the new Directive the 
Commission is obliged to take the decision within the time-limit although it does not mean that the decision must be 
positive. Failing to do so, it places itself in clearly illegal situation of failure to act. 
 
[35] Although in formal terms the Commission is empowered to make the final choice with regard to the deliberate 
release of a concrete GM product within the framework of the authorisation procedure, it is often so strongly 
influenced by the Member States' political pressure that it does not fulfil its tasks. This causes serious impasses in the 
regulatory process. 
 
[36] Accordingly, the next part of the paper will consider if Member States might employ any lawful means in order to 
protect their interests and differentiate from the Community provisions and EU level decisions. 
 
IV. May the Member States still lawfully act?  
 
[37] The harmonisation achieved at the Community level in form of Directives on contained use and deliberate 
release of GMOs (87) covers but a small part of a biosafety field. (88) Yet, through the adoption of the Directives the 
Community legislation pre-empted national provisions which now would have to be harmonised in line with secondary 
law. Instead, the Member States are obliged to transpose the measures into national legal orders. (89)  
 
[38] The new Directive aims at total, complete harmonisation (90) and optimally Member States shall not maintain or 
enact any provisions making it ineffective. The Community measure sets the standards for all GMOs and after 
meeting the requirements of the authorisation process they may circulate freely in all Member States. (91) This is 
confirmed by Art. 22 of the Directive which provides that without prejudice to the safeguard clause contained in the 
Directive  
 
„Member States may not prohibit, restrict or impede the placing on the market of GMOs, as or in products, which 
comply with the requirements of this Directive".  
 
[39] In case of conflict such legislation of a Member State would be subject to the supremacy and direct effect 
doctrine and the Community law should then prevail. (92) Any Member States' legislation attempting to introduce a 
general prohibition of GMOs or to anyhow hinder their trade will, in principle, be incompatible with Community law. 
 
[40] However, Member States competence to deal with deliberate release does not end once and for all with the 
adoption of the new Directive. First, the national competence is superseded by the Community act only to the extent 
covered by the Directive, for example it does not cover ethical issues. (93) Therefore, in this particular area Member 
States preserve their competences. Second, both the Treaty and the new Directive provides for the opportunity to 
derogate from the Community provisions notwithstanding the harmonisation. Since, the new Directive is based on Art. 
95 the future Member States' freedom to opt out from the Community measure is governed by the Art. 95 paras. 4 
and 5. (94) Moreover, the new Directive includes a safeguard clause in Art. 23 which may also allow for 
differentiation. 
 
[41] We shall now explore the possibility for differentiation under Art. 95 EC. An extensive analysis of the specific 
conditions and their interpretation under Art. 95 would, however, exceed the scope of this paper. (95) Therefore, it is 
enough to state, that under Article 95 para. 4, Member States may maintain differing national legislation after the 
adoption of a harmonisation measure, when they deem it necessary on grounds of major needs referred to in Art. 30, 
or relating to the protection of the environment or the working environment. Under Art. 95 para. 5 Member States are 
empowered to introduce differing national provisions, but the conditions are more detailed. The necessity of national 
legislation must be based on new scientific evidence relating to the protection of the environment or the working 
environment on grounds of a problem specific to that Member State arising after the adoption of a harmonisation 
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measure. Both provisions provide for the authority of the Commission to approve or reject the national provisions. 
 
[42] So far, there has not been a case of applying Art. 95 in the field of deliberate releases of GMOs. Yet, during the 
Council of Environment meeting held in June 1999, the Austrian, Belgian, Finnish, German, Netherlands, Spanish 
and Swedish delegations took a note of possibility for Member States to introduce national measures in conformity 
with the new provisions of Art. 95 paras. 5 to 7. They did so  
 
"being aware of the increasing public concern about the potential risk to health and environment linked to the release 
of GMOs". (96)  
 
[43] It is hard to foresee a possible decision of the Commission and, likewise, the thrust of Art. 95 in this context. 
Approval to the national Sonderweg has to be given if the national legislative act does not constitute arbitrary 
discrimination or erect obstacles to free movements within the internal market (Art. 95 para. 6). The outcome may be 
difficult as banning GMOs by one or more Member States can always hinder trade, so the Commission will again 
have to weigh the protection of environment and public health grounds against the proper functioning of the internal 
market. (97) At the same time, Member States' powers to derogate from the provisions of the new Directive are 
restricted by the condition of new scientific evidence. In the context of other Art. 95 cases also related to the safety of 
human health and the environment, the Commission attached high importance to the scientific evidence presented by 
the national authorities. (98) This may cause hardship as it is already known that there is no agreement between the 
Commission and some Member States concerning the scientific evidences with regard to GM products. (99)  
 
[44] On the other hand, Art. 95 para. 5 may be a proper legal instrument for the situation when indeed new scientific 
evidence appears and a Member State introduces some specific provisions to apply and enforce it. This may improve 
the general Community safety rules, because of the requirement from Art. 95 para. 7 EC which says that the 
Commission, if it authorises a derogating measure, shall immediately examine whether to propose adaptation of that 
measure. (100) When a Member State enacts such legislation this may provide necessary impetus for the 
Commission to exercise its tertiary-rule making (101) . The provisions may concern e.g. labelling of GMO or any 
matter specified in the Annexes to the Directive e.g. techniques regarded as genetic modification and not only direct 
prohibition of use or sale of GMOs. The Member States' derogation can become a proper incentive for adaptation of 
the new Directive to technical progress in the realm of better protection of the environment. (102)  
 
[45] For instance, the new Directive lays down the obligation to include on a label the information that a product 
contains GMO. In theory, it is possible that new research proves it necessary to change the requirement for a label 
containing the information to a label with an explicit warning that product contains a GMO. This leads us to the 
question concerning the conditions for invoking safeguard clauses. 
 
[46] As mentioned above, in addition to the opportunities provided in Art 95 Member States may restrict deliberate 
release of GMOs by applying directly the provisions of the new Directive.  
 
[47] With regard to non-commercial release of GMOs the suspension or termination of a release resides in the power 
of competent authorities in the individual Member State. They may decide whether or not there is unintended change 
in the release or whether new information has become available whereafter a GMO may cause risk on human health 
or environment. (103)  
 
[48] If Member States wish to restrict or prohibit the use and/or sale of GMOs on their territories with respect to GMOs 
that have been placed on the market they must invoke the safeguard clause. (104) As Ellen Vos rightly observes, 
Member States use such provisions to achieve the results which they were not able to obtain within the Community 
legislation. According to the ECJ it is generally an appropriate measure to adopt after or even before the final consent 
approving GMO was issued. (106)  
 
[49] Under Art. 16 of the old Directive, eight safeguard measures have been invoked by the Member States. (107) 
According to the legal conditions, a Member State wishing to restrict trade of GMOs had to prove „justifiable reasons 
to consider that GMO constitutes a risk to human health or the environment". (108) It has been pointed out, that what 
constitutes a "justifiable reason" is not entirely clear nor whether it includes a simple suspicion of danger posed by a 
GMO in the absence of unequivocal scientific proof or in case of conflicting scientific opinions. (109)  
 
[50] For example, Austria has invoked the Art. 16 safeguard clause to prohibit the GM maize (Bt-176 maize). It was a 
high-profile political case, as the resistance to placing the GMO with antibiotic resistant markers (as b-t) on the 
market has been backed by popular actions gathering more than one million signatures against such product. (110) 
However, according to the Scientific Committee opinion Austria based its prohibition of Bt-maize on „unoriginal" 
information, which was well-known before the consent was given. Therefore the Commission took the view that due 
to the lack of any new evidence the Austrian prohibition was not justifiable. (111) Since, the legality of a safeguard 
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clause is decided, again, via the regulatory committee procedure, the Commission submitted the proposal for 
committee decision asking for withdrawal of the national ban. Certainly, Member States in the regulatory GMO 
committee have not reached any agreement and apparently the final decision on the matter has not been yet taken. 
(112) The Austrian government has been still prohibiting the marketing of this GMO, and so have done Germany and 
Luxembourg. (113)  
 
[51] The unresolved disputes between the Commission and the Member States with regard to the justifiable reason 
and conflicting scientific evidence show, first, that the legal provisions are not precise, second, that the Member State 
are again able to politically influence the Commission. And that such influence is so far strong enough to achieve the 
satisfying results. Even though, it is claimed that all the safeguard measures, up to date, constitute violation of 
Member States obligations under the present biotechnology regime. (114)  
 
[52] The safeguard clause in the new Directive (Art. 23) is expected to remedy the situation. Hence, recourse to Art. 
23 should be provisional, temporary and conditional upon certain material requirements: 
 
a) „new" or „additional" information available (since the date of consent) 
b) which affects the environmental risk assessment or requires reassessment of existing information; and which 
arises  
c) on the basis of „new" or „additional" scientific knowledge 
d) as a result of this new information a Member State has detailed grounds for considering that GMO constitutes a 
risk to human health or environment;  
 
and procedural requirements: 
 
a) Member State inform the Commission and the other States of action taken 
b) Member State give reasons for its decision and indicate how consent shall be amended or terminated.  
 
[53] In comparison to the old Directive these conditions are much more precise and scientific knowledge is "officially" 
integrated into the whole decision-making process. (115) New conditions demand the evidence which is based on 
new scientific knowledge and there must be a link to risk-assessment which is affected by this new knowledge. The 
safeguard clause has been tightened. Now, in clear legal terms it restricts the Member States' power to ban GMOs 
whenever they call it "justifiable" even without direct relation to the scientific findings. (116) Such detailed conditions 
are not directly imposed under old regime. 
 
[54] According to the procedure, somewhat like before, the final acceptance of invoking of safeguard clause is taken 
at the Community level again through comitology procedure („a decision shall be taken on the matter within 60 days" 
(117) ). In case of an absent QM consensus between Member States regarding the measure, the Commission 
decides on its approval. Although the political controversies still exist the conditions for invoking safeguard clauses 
are more precise now and therefore more restrictive. This has made it easier for the Commission to take legal action 
against the Member State (under Art. 226 EC) which introduces or maintains an illegal ban of a GMO. (118) This 
formally places the Member States in a weaker position with regard to unjustifiable introduction of measures based 
on purely political concerns. Action by the Commission may be more frequent and better-founded, especially, when 
concerning present practice of the Member States. 
 
[55] Is the governing norm Art. 95 EC or safeguard clause? In order to answer this question it must be noted that 
Member States may still lawfully act in the field of deliberate release of GMOs. Moreover, the conditions for 
introducing national legislation aiming e.g. at the prohibition of GMOs after harmonisation has taken place are similar 
both on the basis of Art. 95 para. 5 or with regard to the safeguard clause in the new Directive. 
 
[56] Decisively, under both procedures a measure must be based on new scientific evidence. Yet, in the former, it is 
the Commission which decides on approval. In the latter, the approval is issued through the comitology procedure 
where each Member State has an opportunity to expound its views and express its reservations in the committee 
appointed to assist the Commission and then, possibly, in the Council. (119) This procedure gives part of the 
decision-making power to the Member States. Applying the safeguard clause can, in the end, be preferable for 
Member States simply because they may attempt to enforce their views. 
 
V. Conclusions 
 
[57] In this concluding section, we shall summarize our findings in contrasting them with some alternative routes or 
provocations. The answer to the question who really possesses most of the powers concerning GMOs could well be: 
"the consumer". This, at least, seems to be the opinion of interest groups and lobbyists which give particular concern 
to the protection of the environment, the safeguard of public health and a secured safety of food, all of which is likely 
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to influence politicians in the Member States. (120) Accordingly, governments behave and act "in public" as if they 
were neither ready nor willing to transfer too much power regarding GMOs to the EU. The mission to maintain a high 
level of consumer protection might then be equated with a rally for safeguarding national sovereignty. This is, 
certainly, in stark contrast to the level of integration which has already been achieved. 
 
[58] Respectively, Member States agreed to adopt the new Directive 2001/18 on deliberate release as an internal 
market measure, even though, as was argued above, it is mainly an environmental protection act. (121) This allows 
the Commission to claim this field to mainly fall within exclusive Community competence (112) And introducing or 
maintaining differentiating, national provisions may only be achieved by Member States under the specific conditions 
provided by Art. 95 EC instead of minimum harmonisation technique from Art 176 EC. 
 
[59] Still, the general resistance and opposition of European citizens towards GMOs is an important factor to be taken 
into account. In consequence, it may be proposed, that the regulators consider it more carefully and seriously when 
establishing the division of powers between the EU and the Member States with regard to deliberate release and use 
of GMOs. So the consumers' voices will not only influence the political declarations and actions (e.g. the GMOs 
moratorium), but could be expressed in legal terms as well.  
 
[60] The system of division of powers between the EU and the Member States under the new Directive 2001/18 
continues to be very complex as it involves various levels and surfaces of analysis and a lot of different bodies where 
the powers reside and are being exercised. Thus, it is hard to give an unequivocal answer to all the questions we 
have raised. Certainly, Member States received more decision–making powers through the new provisions on the 
comitology procedure (rejection of the Commission's proposals by the qualified majority). In this respect, all the 
issues to be decided via comitology procedures may be better influenced by Member States' interests. (123)  
 
[61] On the other hand, there are some new restrictions of the Member States' powers in the GMOs area such as 
precise conditions for invoking safeguard clauses, the obligation to follow scientific evidence at all stages of the 
procedure, or strict, procedural time-limits for various actions. Additionally, it is the Commission which possesses 
ultimate authority for GMO authorisations, even against political positions of Member States, which often may not 
have been expressed in a formal vote, because of the failure to reach consensus. The same is applicable to all 
matters where the comitology procedure is envisaged and the Commission may finally decide. Plus, the Commission 
has decisive power under Art. 95 EC to approve or reject Member States derogating national provisions. 
 
[62] This means that in procedural and formal legal terms the Commission, acting on the behalf of the EU, has 
relatively a lot of powers vis-à-vis Member States, even if, of course, it can always be subject to judicial review by the 
ECJ.  
 
[63] But on the other hand, again, in reality the Member States influence outcomes of legal decisions and various 
behaviours of the Commission by using their political power. They can successfully do so either in the regulatory 
committees or in the Council. Both the present moratorium and disagreement concerning the safeguard clauses are 
clear examples of it as they are not based directly on legal provisions. 
 
[64] Thus, what can be the final conclusion? It may be to express the hope that, ideally, the EU institutions and the 
Member States work on ensuring a well-functioning, coherent and far integrated European legal framework regarding 
deliberate release of GMOs. If only possible, both sides shall take into consideration the consumers' preferences, and 
at the same time, obey the legal rules and conditions they themselves have created. Otherwise, the conclusion would 
have to be that inspite of which legal provisions apply, the Member States would prefer to impose their current 
political will and that changing political opinions may effectively prevail over the binding law. Such conclusion should 
especially be avoided in view of the establishment and the proper functioning of the new European Food Authority. 
This seems particularly important when one thinks about the possibility of a complete centralisation of GMOs 
authorisation procedure (as oreseen in the Preamble to the new Directive) which can lead to further limitation of the 
Member States powers in this field. 

 
 
* I am very grateful to Prof. Grainne de Burca for all her useful comments and constant support. I also thank my 
friends Sharon, Karolina and Przemek for their help. 
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