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The IA has significantly improved the description of the potential contribution of NGTs to the 
sustainability agenda.  
Concerning intellectual property, DG AGRI insists on better presentation of the issues and of 

legislative proposal. In addition, it is important also to refer to the finding of the underpinning 
study that licenses to use NGTs for R&D purpose are affordable but much more expensive for 
commercial development. DG AGRI will propose drafting suggestions that it would like to see 
reflected in the final text of the IA.  

 
 

  
 
 

In 
the impact assessment, DG SANTE is not proposing to exclude certain technologies but to 
deregulate products on a case-by-case basis. 

he type of 
seeds (and propagating material) they want and to protect the integrity of the organic 
production chain. Therefore, plant varieties obtained with NGTs and their progeny and products 
must be clearly identified, preferably through a proper labelling or at least a QR identification 
code linking with the public register that is proposed to be created. It is also necessary to provide 
for a business-to-business obligation for NGT operators to inform along the production chain.  
Unless coexistence measures at level of field cultivation  are foreseen, it will not be possible to 
ensure the integrity of organic crops. -free areas should 
be considered also for NGTs.  
Concerning the public register, the impact assessment does not clarify which information will be 
available in the public register: organic livestock farmers and food and feed processors should 
also be able to choose the type of feed or food ingredients they use, therefore the public register 
will need to provide full transparency across the entire food chain.  

 
 

 
As more secondary points, DG AGRI notes that the Impact Assessment is very negative vis a vis 
the EU GMO framework. A more balanced approach would have been desirable as the GMO 
framework has had positive effects for European agriculture beyond ensuring environmental and 
health safety.  
In addition, as explained in the SWD on food security drivers, NGTs enable the introduction of 
multiple resistance genes into market ready varieties. This implies that conventional breeding 
will remain the backbone of plant variety innovation, NGTs will only be an add-on. This should be 
made clear to avoid giving the impression that NGTs are stand-alone techniques that will replace 
conventional breeding.   
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SANTE clarified that, regarding the protection of the organic sector, for products subject to 
authorisation, all safeguards in the current GMO legislation would remain (traceability and 
labelling, basis for coexistence measures). SANTE explained that products meeting the 
notification criteria would be subject to the rules applicable to conventional products, while 
ensuring transparency about NGT products to allow choice in the supply chain. Impacts on the 
organic sector would depend on whether such NGT products would be banned from the organic 
agriculture. The negative impacts resulting from the impact assessment referred to by AGRI 
relate to the scenario where the relevant NGT products would remain prohibited: the need to 
ensure that this prohibition is respected, for products that in many cases could not be 
differentiated by analytical methods and which would be treated as conventional plants in many 
trading partners, would result in challenges for the organic sector. SANTE recalled different 

 views on the matter of whether NGTs that could have been obtained 
conventionally should be available to the organic sector, as expressed in the consultations. 
SANTE welcomed the availability of AGRI to work together in the context of the legal proposal to 
address these issues. 

As regards the comment from AGRI seeking clarification about the registry foreseen for notified 
products, SANTE clarified that, while the details would be developed in the proposal, the 
intention is indeed to ensure that operators can make an informed choice whether or not to use 
NGT plants. In reply to the comment that the SWD appears as very negative vis a vis the EU 
GMO framework, SANTE indicated that the SWD is only looking at the current framework from 
the perspective of its suitability for NGT plants, not attempting to draw general conclusions, and 
that it would consider any necessary changes to make this clear.   

JRC expressed the view that the draft SWD is good, the policy options are clearly presented and 
evidence has been used wherever it exists; work from the JRC and the external contractor has 
been correctly incorporated in the document. JRC declared to be ready for further collaboration 
in support of the initiative. JRC further informed that the updated version of the European 
Network of GMO Laboratories  (ENGL) report on the detection of plants obtained by NGTs, to 
which a reference is made in the draft SWD, will not be ready before March.  

SANTE informed the ISSG that ENGL had been asked to update the 2019 report on detection 
methods for NGT plants2 and noted that the final impact assessment will reflect the findings in 
the updated ENGL. 

RTD thanked SANTE for the very good collaboration and agreed with JRC on the good SWD. RTD 
welcomed the references to Horizon Europe projects, but would appreciate more emphasis on 
bio-economy, and especially on EU bio-economy strategy supporting the innovation principles 
and Green Deal objectives. SANTE took note and indicated that it will incorporate references to 
the bio-economy strategy.  

TRADE congratulated SANTE for the clear document and balanced approach of options 2 and 4 
that will facilitate innovation and trade, and contribute to other objectives of the Commission. 
TRADE enquired how the notification procedure will be implemented, especially in comparison 
to trading partners. TRADE proposed appropriate wording for some parts of the SWD related to 
trade matters.  

 
2 European Network of GMO Laboratories (ENGL), Detection of food and feed plant products obtained by new 
mutagenesis techniques, 26 March 2019 (JRC116289). https://gmo-crl.jrc.ec.europa.eu/doc/JRC116289-GE-
reportENGL.pdf 
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SANTE thanked for the comments and noted that discussions on the details of the notification 
procedure will continue in the context of the preparation of the legislative proposal. SANTE 
pointed out that the criteria on whether a plant produced by NGTs will fall under notification or 
authorisation are a key issue and are reflected in the SWD (and work will continue on them in 
the context of the preparation of the legislative proposal). The criteria were developed on the 
basis of scientific evidence and in discussion with JRC. The criteria used by other countries have 
also been considered. SANTE also pointed out that the procedural dimension of the notification 
procedure is also currently under consideration and will be shared at the start of the discussions 
on the legislative proposal. SANTE underlined that the notification procedure should be simple 
as time is an important factor, and that procedures need to be accessible to SMEs.  

AGRI inquired which authorities will play a role in the assessment of the products. SANTE replied 
that the procedure for the authorised products will remain as it is today, but for the notified 
products, this has not yet been decided.  

SANTE informed that ENV, which could not be present in the meeting, had sent comments in 
writing prior the meeting. The comments are reproduced below:  

DG Environment would like to make the following points at the ISSG on new genomic 
techniques in relation to the final version of the SWD:  

The guiding principle should remain the need to achieve the highest level of protection of human 
health and the environment. The options chosen should strive to achieve this within the 
framework of the existing policy framework. 

The use of the precautionary principle is also paramount for DG ENV 

 
 

 

analysis carried out have some intrinsic limitations, key among those the lack of historical data 
on the cultivation and commercial use of plants produced by targeted mutagenesis and 
cisgenesis, as the first of these products have only recently reached the markets of non-EU 

 

 
 
 

.  

More specifically, in relation to selected options, (being a combination of option 4 for products 
that could also occur naturally or be produced by conventional breeding and of an adapted 
option 2 for all other products) DG ENV remains concerned about the level to which this choice of 
a combined options as been fully impact assessed. Specifically, we would like more details and 








