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NOTICE TO MEMBERS

Subject: Petition No 0356/2021 by Fabrizio Garbarino (Italian), on behalf of the 
Italian Rural Association (Associazione Rurale Italiana – ARI), the Italian 
Organic Farming Association (Associazione Italiana Agricoltura Biologica – 
AIAB) and the Federation of Trade Unions (Unione Sindacale di Base – USB) 
on the situation and regulation of novel GMOs in Italy

1. Summary of petition

The petitioner recalls the choice made by the Italian Government to legislate with a view to 
being a GMO-free country and complains that the Italian Government has failed to implement 
and enforce the judgment of the Court of Justice of the European Union of 25 July 2018 in Case 
C528/16 applying Directive 2001/18/EC based on which products obtained using the novel 
technique of genome editing are considered to be genetically modified organisms..The 
petitioner believes that any further delay in implementing this judgment exponentially increases 
the risks of irreversible contamination of conventional and organic crops by products resulting 
from genome editing and mutagenesis techniques. This also causes irreparable damage to the 
Italian agrifood chain and its entire agricultural production, irretrievably undermines 
credibility, and destroys the entire organic sector and causes serious damage to PDO and PGI 
production.Clearfield oilseed rape is cited as an example that, in the light of the judgment, is a 
GMO and as such should be considered on the Italian market, but it is still produced, sold and 
marketed.The petitioner also denounces the failure to implement control mechanisms at Italian 
borders to identify seed and nursery products obtained using novel genome editing techniques, 
and the consequent unlawful and fraudulent introduction of plant propagating material without 
correct labelling.

2. Admissibility

Declared admissible on 9 July 2021. Information requested from Commission under Rule 
227(6).
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3. Commission reply, received on 12 November 2021

The petition

The petitioner claims that Italy is not complying with the judgment of the Court of Justice of 
the European Union (CJEU) of 25 July 2018 in Case C-528/16 Confédération paysanne and 
Others and therefore is infringing EU legislation on genetically modified organisms (GMO). 
They refer in this regard to a concrete product (Clearfield oilseed rape), obtained through in 
vitro random mutagenesis techniques subjecting plant cells to chemical or physical mutagens, 
which they consider result in GMOs that are not exempted from the GMO legislation. They 
argue that this variety has not been authorised as required under the GMO legislation and, 
therefore, its use and placing on the market should be forbidden according to EU and national 
rules. The petitioner refers to the risks of allowing the deliberate release of products resulting 
from new mutagenesis techniques for conventional and organic farming and the agri-food 
chain. The petitioner claims that Italy is not enforcing the GMO legislation as regards GMOs 
obtained through the new techniques of genome editing.

The Commission’s observations

In accordance with Article 3(1) and Annex IB to Directive 2001/18/EC1, GMOs produced by 
mutagenesis techniques/methods are excluded from the Directive under certain conditions2. In 
that regard, the Court of Justice of the European Union (CJEU) ruled, in its judgment in Case 
C-528/16, that ‘only organisms obtained by means of techniques/methods of mutagenesis which 
have been conventionally used in a number of applications and have a long safety record are 
excluded from the scope of that Directive’. The Court also ruled that new mutagenesis 
techniques/methods that have appeared or have been mostly developed since Directive 
2001/18/EC was adopted are not excluded from the scope of the Directive.

Based on the Court ruling, the petitioner claims that the Clearfield oilseed rape is a GMO 
subject to the requirements of the Directive. In the Commission’s view, that interpretation is 
incorrect and not in accordance with the Court ruling. As the petitioner acknowledges, this 
rapeseed variety has been produced by in vitro random mutagenesis techniques subjecting plant 
cells to chemical or physical mutagens. Random mutagenesis techniques are conventional 
breeding techniques developed in the first half of the 20th century, first applied in vivo, and, 
progressively since the 1970s, in vitro. The information available shows that in vitro random 
mutagenesis had been developed, was already used and was well known as a technique for 
breeding plants before the adoption of Directive 2001/18/EC in 2001.

Moreover, neither the European Food Safety Authority (EFSA), when referring to conventional 
mutation breeding techniques3, or the Food and Agriculture Organization of the United 

1 Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliberate release 
into the environment of genetically modified organisms and repealing Council Directive 90/220/EEC - 
Commission Declaration, OJ L 106, 17.4.2001, p. 1–39.
2 Organisms obtained through these techniques are exempted on condition that they do not involve the use of 
recombinant nucleic acid molecules or GMOs other than those produced by one or more of the techniques listed 
in Annex IB.
3 EFSA Panel on Genetically Modified Organisms (GMO), ‘Scientific opinion addressing the safety assessment 
of plants developed using zinc finger nuclease 3 technique (ZFN-3) and other site directed nuclease (SDNs) with 
similar function’, EFSA Journal 2012;10(10):2943. doi:10.2903/j.efsa.2012.2943.
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Nations/International Atomic Energy Agency (FAO/IAEA) Mutant Variety Database4, when 
defining mutant varieties, make a distinction between in vivo and in vitro application of physical 
or chemical mutagenesis. The CJEU did not make any differentiation either between these two 
types of applications when referring to ‘conventional methods of random mutagenesis’ (Case 
C-528/16, paragraph 48).

The Commission has taken the same view in the case concerning draft French legislation to 
which the petitioner refers. The French authorities on 6 May 2020 notified under Article 6(5) 
of the Single Market Transparency Directive5 three draft measures to amend the national 
legislation as regards in vitro random mutagenesis and to remove a number of plant varieties 
from the Official Catalogue of Species and Varieties of Cultivated Crops in France6. Those 
draft measures were proposed to comply with a judgment of the Conseil d’Etat of 7 February 
2020 that ruled that plant varieties obtained through in vitro random mutagenesis should no 
longer be excluded from the scope of the GMO legislation.

The Commission issued a detailed opinion on the three draft measures, supporting the view that 
in vitro random mutagenesis techniques are excluded from the scope of the GMO legislation. 
According to the Commission, the French draft measures would breach some provisions of 
Directive 2001/18/EC, as well as some provisions of Council Directives 2002/53/EC7 and 
2002/55/EC8 on the registration of varieties of seeds of agricultural species and vegetable 
species respectively and their placing on the market in the EU. Five Member States also issued 
detailed opinions on one or more of the draft measures, and three Member States issued 
comments on two or more of the draft measures.

As regards new mutagenesis techniques, including genome editing, the judgement by the CJEU 
clarified that organisms obtained by these techniques are subject to the provisions of the GMO 
legislation. These include the requirement for authorisation before GMOs are released into the 
environment, and for traceability and labelling of GMOs and GM food and feed when they are 
placed on the market. This framework aims at ensuring a high level of safety and consumers’ 
right to information as well as the coexistence of different agricultural models that is a matter 
of concern for the petitioners.

Following the judgement, the Commission and the Member States, including the Italian 
competent authorities, have been cooperating to ensure that the legislation on GMOs is 
implemented as interpreted by the CJEU and, in particular, is applied to organisms produced 
through genome editing. In that regard, the Council of the EU in November 2019 recognised 
that ensuring compliance with Directive 2001/18/EC might be challenging when products 
obtained by new mutagenesis techniques cannot be distinguished from products resulting from 

4 http://mvgs.iaea.org
5 Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a 
procedure for the provision of information in the field of technical regulations and of rules on Information Society 
services (Text with EEA relevance), OJ L 241, 17.9.2015, p. 1–15.
6 Notifications 2020/280/F, 2020/281/F and 2020/282/F.
7 Council Directive 2002/53/EC of 13 June 2002 on the common catalogue of varieties of agricultural plant 
species, OJ L 193, 20.7.2002, p. 1–11.
8 Council Directive 2002/55/EC of 13 June 2002 on the marketing of vegetable seed, OJ L 193, 20.7.2002, p. 33–
59.

http://mvgs.iaea.org
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natural mutation9. The recent Commission study on the status of new genomic techniques10 
confirmed that detection of these products, in some cases, presents challenges for enforcement 
authorities. This matter continues to be under consideration by the Commission and the Member 
States following the conclusions of that study.

Conclusion

In view of the above considerations, the petitioners’ claim that Italy is not complying with the 
judgment of the Court of Justice of the European Union (CJEU) in Case C-528/16 appears to 
be unfounded.

4. Commission reply (REV I), received on 13 June 2022

The petitioner’s comments to the Commission’s initial observations of 12 November 2021 and 
the petitioner’s additional information do not provide new evidence supporting the claim that 
the Italian government is not complying with the ruling of the Court of Justice of the European 
Union (CJEU) of 25 July 2018 on mutagenesis (Case C-528/16) and that Italy should consider 
products from in vitro random mutagenesis to be subject to the requirements of the genetically 
modified organisms (GMO) legislation11.

In their remarks following the Commission’s observations and in the additional information, 
the petitioners restate that, following the CJEU ruling, in vitro random mutagenesis is, contrary 
to in vivo mutagenesis, not covered by the mutagenesis exemption in Annex IB to Directive 
2001/18/EC12, and that therefore products obtained by these techniques that have not been 
authorised under the Directive should be banned. The Commission does not share the 
petitioners’ view. In the 2018 ruling, the CJEU clarified that ‘only organisms obtained by means 
of techniques/methods of mutagenesis which have been conventionally used in a number of 
applications and have a long safety record are excluded from the scope of that Directive’. 
Conversely, it also considered that new mutagenesis techniques that have appeared or have been 
mostly developed since Directive 2001/18/EC was adopted are not excluded from the scope of 
the Directive. On the basis of the Court’s interpretation in the 2018 ruling, the Commission 
considers that in vitro random mutagenesis techniques fall under the exemption. In vitro random 
mutagenesis has been gradually developed and used as a breeding technique in many different 
varieties since the 1970s, well before the adoption of the Directive and of its predecessor, 
Directive 90/220/EEC13. The Clearfield oilseed rape varieties mentioned by the petitioners are 
an example of in vitro random mutagenesis. The fact that they may have been recently 
developed does not invalidate the consideration that in vitro random mutagenesis has been 
conventionally used in a number of applications and has a long safety record. Other examples 
mentioned by the petitioners (vine varieties) are not supported by any information on the 

9 Council Decision (EU) 2019/1904 of 8 November 2019 requesting the Commission to submit a study in light of 
the CJEU’s judgment in Case C-528/16 regarding the status of novel genomic techniques under Union law, and a 
proposal, if appropriate in view of the outcomes of the study.
10 Study on the status of new genomic techniques under Union law and in light of the CJEU ruling in Case C-
528/16 (SWD(2021) 92 final, 29.4.2021).
11 https://ec.europa.eu/food/plants/genetically-modified-organisms/gmo-legislation_en
12 Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliberate release 
into the environment of genetically modified organisms and repealing Council Directive 90/220/EEC - 
Commission Declaration, OJ L 106, 17.4.2001, p. 1–39.
13 Council Directive 90/220/EEC of 23 April 1990 on the deliberate release into the environment of genetically 
modified organisms, OJ L 117, 8.5.1990, p. 15–27.

https://ec.europa.eu/food/plants/genetically-modified-organisms/gmo-legislation_en
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breeding method used. In addition, in an opinion published in November 2021, the European 
Food Safety Authority (EFSA) concluded that the distinction between plants obtained by in 
vitro or in vivo random mutagenesis is not scientifically justified14. Furthermore, the CJEU did 
not make any differentiation between in vivo and in vitro mutagenesis techniques when 
referring to ‘conventional methods of random mutagenesis’. 

In their additional information, the petitioner claims that in vitro culture is a genetic 
modification technique because it introduces genetic modifications (somaclonal variation) in a 
way that does not occur naturally by mating or natural recombination. The petitioners also claim 
that in vitro random mutagenesis does not have a long safety record. 

As regards in vitro culture techniques, the Commission considers that these are not genetic 
modification techniques, even if they increase the frequency of spontaneous mutations, as they 
do not alter the genetic material in a way that does not occur naturally by mating or natural 
recombination. 

The French Conseil d’Etat has referred two new questions to the CJEU on this matter (Case C-
688/21, Confédération paysanne and Others). The petitioner claims that until a judgment is 
delivered in this new case, Italy should not authorise the cultivation of seeds developed with in 
vitro mutagenesis since 2001. That would imply the banning of plant varieties permitted in 
accordance with the legislation in force, as interpreted by the Commission and the Member 
States.

The petitioners further claim that the Italian authorities ignore and try to circumvent the 
judgment of the CJEU by allowing field trials. They also claim that some initiatives are ongoing 
in Italy that would anticipate an EU legislative initiative to regulate products from new genomic 
techniques (NGTs). Field trials on GMOs, including those obtained by new genomic 
techniques, are subject to authorisation by the national authorities, in accordance with the rules 
set out in Part B of Directive 2001/18/EC. Italy has made use of the cultivation ‘opt-out’ 
allowed by EU legislation and does not allow cultivation in its territory for the purposes of 
placing on the market of the one GMO authorised for cultivation in the EU (a maize). This opt-
out does not apply to the cultivation of GMOs in the specific context of field trials. Therefore, 
the Italian authorities may authorise field trials on GM plants in their territory and this would 
be compatible with the GMO legislation and the cultivation opt-out. 

Furthermore, statements made by national authorities with regard to future needs as regards the 
regulation of products from new genomic techniques, such as those illustrated in the petitioners’ 
additional information, are statements in the context of current discussions on the regulation of 
new genomic techniques that by their own nature do not constitute any infringement of EU 
legislation. 

In response to the petitioners’ argument that a specific analysis must be conducted for the 
introduction of products of new genomic techniques in “GMO free” countries or regions, it 
must be emphasised that there is no basis to apply the GMO legislation or the Court ruling as 
regards new genomic techniques in a different way in Member States that have opted out of 
cultivation. The scope of application of the GMO requirements and of the exemption of random 
mutagenesis techniques must be the same in all Member States, without prejudice to the 

14 EFSA GMO Panel, 2021. In vivo and in vitro random mutagenesis techniques in plants. EFSA Journal 
2021;19(11):6611, 30 pp. https://doi.org/10.2903/j.efsa.2021.6611.
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possibility for Member States to opt out of the cultivation of products that fall under the GMO 
legislation and have been authorised.

Finally, the petitioners question that certain products of new genomic techniques present 
detection challenges, and claim there is literature that supports the possibility to distinguish 
mutations by genome editing from natural mutations. The Commission’s views on this matter 
follow the opinion of the European Network of Reference GMO Laboratories (ENGL) 
established by Regulation (EC) No 1829/200315, which represents the state-of-the-art 
knowledge in GMO detection. In a report16 adopted on 26 March 2019, the ENGL concluded 
that, while modifications introduced by new genomic techniques can be detected using current 
laboratory techniques, it is however often not possible to confirm whether these changes 
occurred by natural mechanisms, by techniques not subject to the GMO legislation (e.g. 
chemical mutagenesis), or by NGTs. The ENGL has reviewed the article cited by the petitioner 
in their comments to the Commission’s reply of 12 November 2021 and in their additional 
information, and concluded that it does not impact its previous conclusions, and that the method 
described in that article does not enable identifying the technology by which the genetic 
modifications occurred17. 

15 Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22 September 2003 on 
genetically modified food and feed (Text with EEA relevance), OJ L 268, 18.10.2003, p. 1–23.
16 European Network of GMO Laboratories (ENGL), Detection of food and feed plant products obtained by new 
mutagenesis techniques, 26 March 2019 (JRC116289), available at:
https://gmo-crl.jrc.ec.europa.eu/doc/JRC116289-GE-report-ENGL.pdf
17https://gmo-
crl.jrc.ec.europa.eu/ENGL/docs/ENGL%20Evaluation%20of%20the%20scientific%20publication%2002-10-
2020.pdf 

https://gmo-crl.jrc.ec.europa.eu/doc/JRC116289-GE-report-ENGL.pdf
https://gmo-crl.jrc.ec.europa.eu/ENGL/docs/ENGL%20Evaluation%20of%20the%20scientific%20publication%2002-10-2020.pdf
https://gmo-crl.jrc.ec.europa.eu/ENGL/docs/ENGL%20Evaluation%20of%20the%20scientific%20publication%2002-10-2020.pdf
https://gmo-crl.jrc.ec.europa.eu/ENGL/docs/ENGL%20Evaluation%20of%20the%20scientific%20publication%2002-10-2020.pdf

