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Topics

1. Why are GMOs regulated? 

2. Why regulatory discussions about NBTs/genome editing?

3. The 2018 CJEU ruling and the 2019 Council request

4. Analysis of the EU GMO definition and of the 2018 CJEU ruling 



Why are GMOs regulated? – some history  

1972: First recombinant DNA publications: expectations and concerns

1975: Asilomar: novel genetic combinations - case by case assessments.

1976: Guidelines/regulations for laboratory work with rDNA

1983: First transgenic plants  

1990: EU Directives on contained use and release into the environment of GMOs.

2000: Cartagena Protocol on Biosafety – transboundary movement of LMOs. 

>> Biosafety regulations based on ‘novelty’



Why regulatory discussions about NBTs/genome editing?

• New Breeding Techniques - can result in changes that also occur with breeding, eg CRISPR

• Since 2005 worldwide discussion: when are the resulting organisms regulated? 

• In countries where this discussion has been finalised: certain types of genome edited 
organisms fall under the regulations, others do not.

• EU: since 2007 the Commission has consulted various bodies (e.g.: WGNT, EFSA, JRC).

Key point of discussion: does the mere use of a certain technique result in a GMO? 
(cf. ‘process vs product’).





The 2018 CJEU ruling and the 2019 Council request

• 2018 CJEU ruling on mutagenesis triggered much debate.  

• In 2019, the Council of the EU requested the Commission to submit a study regarding the 
legal status of Novel Genomic Techniques. 

• Commission conducted stakeholder consultations. Study report expected in April 2021. 

• January 2021 article in the EJRR : “The Status under EU Law of Organisms Developed 
through Novel Genomic Techniques” 

> analysis of the GMO definition and of the ruling. 

https://www.cambridge.org/core/journals/european-journal-of-risk-regulation/article/status-under-eu-law-of-organisms-developed-through-novel-genomic-techniques/4812A77647B94B3BB789D3532379C081


Analysis of the EU GMO definition

CJEU approach of considering the wording, general scheme and ‘spirit’ of the law.

Wording: a GMO is an organism in which the genetic material has been altered in a way 
that does not occur naturally by mating and/or natural recombination. 
Genetic modification occurs at least through the use of the techniques listed in Annex IA, 
part 1; the techniques listed in Annex IA, part 2, do not result in genetic modification. 

Analysis, e.g: 

• Article 2: “altered” suggests that something has been changed or made different. 

• Annex IA, part 1 refers to the technique and the resulting new genetic combinations

>> The wording suggests that for an organism to be a GMO, both the technique and the 
resulting genetic alterations should be considered. 



Analysis of the EU GMO definition (continued)

General scheme of the law: e.g. historical and the broader regulatory context.

• Historical context: the 1982 Council Recommendation 82/472: “new combinations of 
genetic material ... into a host organism in which they do not naturally occur”. 

• Broader regulatory context: e.g.: Cartagena Protocol on Biosafety. “LMOs”: any living 
organism that possesses a novel combination of genetic material obtained through the 
use of modern biotechnology. 

>> The historical and broader regulatory context suggest that for an organism to be a GMO, 
both the technique and the resulting genetic alterations should be considered.



Analysis of the EU GMO definition (continued)

‘Spirit’ of the law: e.g. functional and consequentialist criteria

• Functional: e.g. risk assessment. 

• Consequentialist: e.g. identification and enforcement.

>> Conclusion: considering the wording, general scheme and spirit of the law, both the 
technique and the resulting genetic alterations must be considered in deciding whether an 
organism is a GMO. 

In short: the mere use of a certain technique does not necessarily result in a GMO. 
(Cf. explanatory memorandum). 

E.g.: single base pair deletions occur through natural recombination; formation of novel 
genes do not occur naturally.



Analysis of the 2018 CJEU ruling

Did the 2018 CJEU ruling alter this interpretation? 

>> No.

The ruling was – conform the request - about the scope of the mutagenesis exemption, not 
about a broader interpretation of the GMO definition. 

The ruling addressed two questions in this respect:

1. Do organisms obtained with mutagenesis fall under the definition of GMOs ? 
>> Ruling: Yes. 

2. Do GMOs obtained by directed mutagenesis fall under the exemption? 
>> Ruling: No



Analysis of the 2018 CJEU ruling (continued)

Possible wider implications of the ruling depend on what falls under terms as 
‘techniques/methods of directed mutagenesis.

The scope of these terms depends on what is a ‘technique/method of mutagenesis’:

✓ techniques/methods of mutagenesis form changes within an organism’s genome 
through DNA repair mechanisms,

✓ given that organisms resulting from techniques/methods of mutagenesis are GMOs, 
these organisms must comply with the substantive definition of GMOs. 



Analysis of the 2018 CJEU ruling (conclusion)

• Conclusion: “obtained by means of techniques/methods of directed mutagenesis” is the 
case when the resulting organism has been altered in a way that does not occur naturally 
by mating and/or natural recombination. 

Not every application of genome editing results in mutagenesis in the sense of the 
Directive. The ruling does not explicitly address when that is the case.

• In short: the CJEU ruling did not settle the regulatory status of organisms obtained 
through novel genomic techniques. 

The 2019 request of the Council to the Commission for a study is therefore very 
welcome.
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