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Dear Ms Österreicher, 

Subject: New genetic engineering: Comprehensive risk assessment remains 

crucial 

Thank you for your e-mail of 16 November 20211, where you asked the EU institutions 

to continue prioritise the precautionary principle and the protection of health and the 

environment in the upcoming discussions on new genomic techniques (NGTs). Thank 

you also for sharing a recently published review by Katharina Kawall on the risks and 

potential of SDN-1 applications in plants; we were aware of this publication and we had 

already shared it with EFSA. You mentioned that similar conclusions can be found in the 

viewpoint of the German Federal Agency for Nature Conservation (BfN) on new 

developments and regulatory issues in plant genetic engineering. Both documents present 

important elements for discussion and I would like to comment on a few major ones in 

this reply. 

The review you refer to in your email analyses SDN-1 applications in plants. It 

underlines that they allow modifications ranging from simple alterations that are well 

known in a particular species to complex combinations of several alterations affecting 

different traits. The article also reports that in the discussion on the regulation of NGTs, 

products resulting from SDN-1 applications are frequently presented as being 

indistinguishable from naturally occurring mutations or alterations induced using 

conventional breeding techniques. However, the author observes that this does not apply 

to all SDN-1 products, since many SDN-1 applications induce changes that go beyond 

the reach, possibilities, and speed of conventional methods. In this respect, the analysis 

carried out by the author shows that among the SDN-1 applications reported in plants 

between 1996 and July 2019, 55% can be categorised as single gene knock-out, while 

45% are associated to more complex modifications. 

This wide range of outcomes and possibilities offered by SDN-1 and other targeted 

mutagenesis techniques is also described in the Commission’s study on NGTs published 
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last April, as well as in the Commission inception impact assessment on the legislation 

for plants produced by certain NGTs that was published for feedback from 24 September 

to 22 October 2021. In the latter, the Commission remarks that these techniques can be 

used to produce alterations of the genetic material that can also be obtained by natural 

mutations and conventional breeding techniques, or can be used to produce alterations 

that are more complex.  

As regards the risk associated to SDN-1 applications, the review and the BfN Viewpoint 

observe that new type of risks might be associated to unintended alterations introduced 

by SDN-1 techniques. On this aspect, I would like to note that, based on EFSA scientific 

opinions and a significant part of scientific bodies, no new hazards are specifically linked 

to these techniques, compared to conventional breeding or to other techniques of genetic 

modification. In particular, as regards off-target modifications, SDN-1 techniques can 

induce off-target mutations, but these are of the same type and generally fewer than those 

occurring with conventional breeding techniques. EFSA has concluded that the 

considerations in their opinion are also applicable to multiplexing approaches. It has also 

noted that multiplexing is not specific to SDN approaches, as it can also be achieved by 

transgenic and conventional breeding approaches. Finally, as in Kawall’s review, EFSA 

recognised that, when plant transformation is used to introduce the SDN module, 

unintended insertion of exogenous DNA into the plant genome can take place and if the 

final product is not intended to retain any exogenous DNA, the applicant should assess 

the potential presence of these exogenous DNA sequences.  

Overall, the review and BfN viewpoint call for a case-by-case risk assessment of genome 

edited plants, the former emphasising that this should take into account data on both the 

process and the end-product. I would like to emphasise that, as described in the inception 

impact assessment, the policy action proposed by the Commission will consider risk 

assessment and approval requirements proportionate to the risk involved, e.g. in terms of 

data and studies, in line with risk profiles and on a case-by-case basis, taking into account 

elements such as the specific technique used, the type of modification or the novelty of 

the trait. 

In the debate on how the products of these techniques should be regulated in the EU, the 

Kawall article considers that SDN-1 applications cannot be generally exempted from 

GMO regulation in the EU. The BfN Viewpoint provides considerations on the adequacy 

of existing legislation and the need to maintain NGT products under the GMO 

framework. It also questions the potential of NGTs to contribute to food security, to 

biodiversity conservation or to the adaptation of agriculture to climate change. In 

addition, it stresses that sustainability considerations should not prevail or affect safety 

considerations.  

The Commission considers that there are strong indications that these techniques can 

contribute to the objectives of EU strategies (notably the European Green Deal and the 

Farm to Fork and Biodiversity Strategies). Let me also confirm once more that the 

Commission is not planning to deregulate products of NGTs. The objective is rather to 

develop a tailored regulatory framework that builds on shared goals of sustainability and 

safety. 

The considerations above are part of the ongoing open debate that the Commission has 

been carrying out with stakeholders and EU institutions since the launch of the study on 

NGTs and even before. The most recent and lively discussion on this matter has taken 

place at the high-level conference on NGT organised by the Commission last 29 
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November, which has provided a very good overview of the different positions on 

sustainability, safety and right for information aspects. The impact assessment that will 

be launched soon accompanied by a public consultation will provide another opportunity 

for stakeholders and citizens to contribute to the way forward with their specific 

expertise, experience, principles and values. 

 

Yours sincerely, 

[e-signed] 

Sabine Jülicher 

 

Electronically signed on 09/12/2021 10:01 (UTC+01) in accordance with article 11 of Commission Decision C(2020) 4482
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