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I. INTRODUCTION 

1. Pursuant to Article 23 of the Protocol of the Statute of the Court of Justice of the 

European Union (“CJEU”), the United Kingdom submits the following written 

observations on the four questions referred for a preliminary ruling in 

accordance with Article 267 TFEU by the Conseil d’État. 

II.  THE FIRST QUESTION  

2. By the first question, the referring court asks: 

“Do organisms obtained by mutagenesis constitute genetically modified organisms 
within the meaning of Article 2 of Directive [2001/18/EC] of 12 March 2001, although 
they are exempt under Article 3 of and Annex IB to the directive from the obligations 
laid down for release and placing on the market of genetically modified organisms? In 
particular, may mutagenesis techniques, in particular new directed mutagenesis 
techniques implementing genetic engineering processes, be regarded as techniques listed 
in Annex IA, to which Article 2 refers? Consequently, must Articles 2 and 3 of and 
Annexes IA and IB to Directive 2001/18 of 12 March 2001 be interpreted as meaning 
that they exempt from precautionary, impact assessment and traceability measures all 
organisms and seeds obtained by mutagenesis, or only organisms obtained by 
conventional random mutagenesis methods by ionising radiation or exposure to 
mutagenic chemical agents existing before those measures were adopted?“ 

3. The United Kingdom submits that this question should be answered in two 

stages This involves reading Articles 2 and 3 of the Directive together in order to 

establish the material scope of the Directive. 

4. The first stage is to consider whether the product of mutagenesis is in the first 

place a “genetically modified organism” within the definition of Article 2(2) of 

Directive 2001/18/EC. If it is not, then it is outside the scope of the Directive on 

that account. 

5. The second stage, in circumstances where the product of mutagenesis is a 

“genetically modified organism” within the definition of Article 2(2), is to 

consider whether it is exempt by virtue of Article 3(1) taken together with Annex 

1B. In that context, the United Kingdom submits that all genetically modified 

organisms obtained by mutagenesis fall outside the scope of Directive 

2001/18/EC provided that the condition stated in Annex 1B is satisfied, namely 
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“that they do not involve the use of recombinant nucleic acid molecules or genetically 

modified organisms other than those produced by one or more of the techniques/methods 

listed below”. As with the definition under Article 2(2), there is no distinction to 

be made between those forms of mutagenesis that were prevailing at the time 

when Directive 2001/18/EC was adopted and those which have been developed 

subsequently.  This is for the following reasons. 

6. First, the wording of Article 3 clearly states that Directive 2001/18 “shall not 

apply” to organisms obtained through the techniques of genetic modification 

listed in Annex 1B. Mutagenesis is one of the techniques listed in Annex 1B, 

subject to one - and only one – condition, which is quoted in paragraph 3 above. 

If the EU legislature had wished to include a further condition, namely that the 

particular type of mutagenesis had to be one which was prevailing at the time 

when Directive 2001/18 was adopted, it could and would have said so. It did 

not. All types of mutagenesis are included with the exemption, subject to the 

single condition in Annex 1B being satisfied. 

7. Secondly, the wording cannot be said to be an oversight or result in an 

absurdity. The exemption under Article 3 and Annex 1B was intended to apply 

to mutagenesis as a category of genetic modification technique. It was plainly 

foreseeable that scientific developments in the practice of that technique would 

not stand still from the date of adoption of Directive 2001/18, i.e. 12 March 2001.  

8. Thirdly, it would be illogical and potentially confusing to treat some kinds of 

mutagenesis as falling within the scope of Directive 2001/18 and others as 

falling outside the Directive’s scope. 

9. For the above reasons, the first and second part of this question should be 

answered in the negative. The answer to the third part is that the products of 

mutagenesis fall outside the scope of Directive 2001/18 if either (a) they are 

outside the definition of “genetically modified organisms” within the meaning 

of Article 2(2) or (b) the condition stated in Annex 1B is satisfied. 

III. THE SECOND QUESTION  



4 
 

10. By the second question, the referring court asks: 

“Do varieties obtained by mutagenesis constitute genetically modified varieties within 
the meaning of Article 4 of Directive 2002/53/EC of 13 June 2002 on the common 
catalogue of varieties of agricultural plant species, which would not be exempt from the 
obligations laid down in that directive? Or, on the contrary, is the scope of that directive 
the same as that which under Articles 2 and 3 of and Annex IB to the Directive of 12 
March 2001, and does it also exempt varieties obtained by mutagenesis from the 
obligations laid down for the inclusion of genetically modified varieties in the common 
catalogue of agricultural plant species by the Directive of 13 June 2002?” 

11. In line with our response to the first question, The United Kingdom submits that 

the products of mutagenesis are outside the scope of Directive 2002/53 if either 

(a) they are outside the definition of “genetically modified organisms” within 

the meaning of Article 2(2) of Directive 2001/18 or (b) the condition stated in 

Annex 1B of Directive 2001/18 is satisfied. This is for the following reasons. 

12. First, the wording of Recital 16 and Article 4(4) of Directive 2002/53 clearly 

indicates that the material scope of that Directive in relation to genetically 

modified varieties of agricultural plant species is intended to be coterminous 

with the material scope of Directive 90/220/EC, now Directive 2001/18.   

13. Second, there is no indication in the recitals to Directive 2002/53 or anywhere 

else that the Directive was intended to extend the scope of EU regulation of 

genetically modified organisms to cover, for the first time, organisms obtained 

by mutagenesis which had previously been exempted from regulation under 

Directive 90/220 and Directive 2001/18. On the contrary, Recital 16, like Article 

7(4), indicates that the intention was that Directive 2002/53 should apply an 

equivalent level of risk assessment to that laid down in Directive 90/220, now 

Directive 2001/18. 

14. Thirdly, there is no clear rationale for Directive 2002/53 having a wider material 

scope in relation to genetically modified organisms than the material scope of 

Directives 90/220 and Directive 2001/18 in relation to such organisms.   

15. Accordingly, the first part of this question should be answered in the negative 

and the second part should be answered in the affirmative. 
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IV. THE THIRD QUESTION 

16. By the third question, the referring court asks: 

“Do Articles 2 and 3 of and Annex IB to Directive 2001/18/EC of 12 March 2001 on the 
deliberate release into the environment of genetically modified organisms constitute, 
insofar as they exclude mutagenesis from the scope of the obligations laid down in the 
directive, a full harmonisation measure prohibiting Member States from subjecting 
organisms obtained by mutagenesis to all or some of the obligations laid down in the 
directive or to any other obligation, or do the Member States, when transposing those 
provisions, have a discretion to define the regime to be applied to organisms obtained by 
mutagenesis?” 

17. As observed above, Directive 2001/18 does not apply to organisms obtained by 

mutagenesis, provided (a) they are outside the definition of “genetically 

modified organisms” within the meaning of Article 2(2) or (b) the condition 

stated in Annex 1B is satisfied. In the absence of full harmonisation, Member 

States therefore retain discretion under national law as to how such organisms 

are to be regulated, if at all, provided that any such regulation does not conflict 

with other applicable provisions of EU law such as the law on free movement. It 

is difficult to conceive, however, of circumstances in which the protection of 

health and life of humans, animals or plants could be a legitimate aim for a 

restriction on the free movement of organisms obtained by mutagenesis in 

circumstances where the EU legislature has considered whether it is necessary to 

approximate laws of Member States in relation to such organisms, and decided, 

taking a precautionary approach, that such techniques should be excluded 

completely from regulation on the basis of being considered safe.  

18. The United Kingdom submits that, to this extent, the first part of this question 

should be answered in the negative and the second part of this question should 

be answered in the affirmative. 

V. THE FOURTH QUESTION 

19. By the fourth question, the referring court asks: 
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“May the validity of Articles 2 and 3 of and Annexes IA and IB to Directive 2001/18/EC 
of 12 March 2001 with regard to the precautionary principle guaranteed by Article 
191(2) of the Treaty on the Functioning of the European Union, in that those provisions 
do not subject genetically modified organisms obtained by mutagenesis to precautionary, 
impact assessment and traceability measures, be called in question, taking account of the 
development of genetic engineering processes, the appearance of new plant varieties 
obtained by means of those techniques and the current scientific uncertainty as to their 
impacts and the potential risks they represent for the environment and human and 
animal health?” 

20. The United Kingdom submits that this question should be answered in the 

negative. This is for the following reasons. 

21. First, this question presupposes that the precautionary principle is capable of 

compelling the EU legislature to enact legislation regulating particular matters. 

The case-law of the Court of Justice does not support such a proposition. This 

would be a significant extension beyond the Court’s current jurisdiction to 

entertain an allegation that a positive act of the EU institutions, such as a 

decision to impose a ban or a decision to issue an authorisation, has misapplied 

the precautionary principle (see e.g. Case T-13/99 Pfizer Animal Health SA v. 

Council [2002] E.C.R. II-3305 at [136]-[155] and Case T-229/04 Sweden v. 

Commission [2007 E.C.R. II-2437). A contention that the EU legislature is, as a 

consequence of the precautionary principle, legally compelled to introduce 

legislation regulating particular matters (such as, in this instance, organisms 

obtained by mutagenesis) would unacceptably interfere with autonomy that 

must be afforded to a democratic legislature and/or would undermine the 

legislative process by pre-determining a particular outcome. 

22. Secondly, even if (contrary to the above) the precautionary principle is capable 

in some circumstances of obliging the EU legislature to enact legislation 

regulating particular matters, the EU legislature should be afforded a 

particularly wide margin of appreciation in this context, in recognition of the 

considerations referred to in the foregoing paragraph.  

23. Thirdly, even the context of the Court’s existing jurisdiction to entertain an 

allegation that a decision to impose regulatory measures has misapplied the 

precautionary principle, the Court has emphasised that “it is for the Community 



7 
 

institutions to determine the level of protection which they deem appropriate for society” 

(Pfizer at [151]) and that the scope of judicial review is “limited to examining 

whether the measure in question is vitiated by a manifest error or misuse of powers, or 

whether the authority in question has manifestly exceeded the limits of its discretion” 

(see e.g. Case C-331/88 R v. Minister of Agriculture, Fisheries and Food, ex parte 

Fedesa [1990] E.C.R. I-4023, at [8] and Case C-180/96 United Kingdom v. 

Commission [1998] E.C.R. I.-2265 at [60]).  

24. Fourthly, Recital (8) of Directive 2001/18 records that the precautionary 

principle was taken into account in the drafting of the Directive. 

25. Fifthly, Recital (17) indicates that the exclusion of mutagenesis was due to it 

being a long-standing category of generic modification technique which had a 

good safety record.  

26. Sixthly, it can therefore be concluded that the EU legislature when drafting the 

terms of Directive 2001/18 had regard to the extent to which scientific 

uncertainty justified a precautionary approach, and in the context of 

mutagenesis concluded that it did not. It cannot properly be concluded that this 

was a manifest error or misuse of power. 

 
GEORGIA BROWN      CHARLES BANNER 

Agent for the United Kingdom     Barrister 


