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Statement on the 

REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 

on plants obtained by certain new genomic techniques and their 

food and feed and amending 

Regulation (EU) 2017/625 

 

The German Farmers' Association (DBV) welcomes the Commission's initiative to bring about a sep-

arate regulation of the so-called New Genomic Techniques (NGT) also known as New Breeding 

Techniques (hereinafter referred to as NBTs). The profession has long demanded that genome-ed-

ited organisms, whose changes firstly cannot be distinguished from naturally occurring mutations 

and secondly can also be created with the help of conventional breeding methods, be excluded 

from the scope of the genetically modified organisms (GMO) legislation. The proposed legal frame-

work largely takes into account the scientific progress and level of knowledge achieved so far com-

pared to the outdated GMO legislation. The provisions of the existing GMO legislation are geared 

towards the introduction of genes foreign to the species into a plant. However, targeted mutagen-

esis and cisgenesis differ significantly from this. Unlike transgenesis, targeted mutagenesis and cis-

genesis do not introduce genetic material from species that cannot be crossed into the genome of 

a plant. Moreover, they also have other novel traits. Compared with conventional breeding, these 

can include greater precision and speed in introducing the desired genetic changes and inserting 

genetic material. As a result, plants developed by targeted mutagenesis or cisgenesis can also be 

developed by natural mutagenesis or conventional breeding. Consequently, the results cannot be 

distinguished from each other. It is clear from above that the proposed legal framework for the 

regulation of new breeding methods is unsuitable.  
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Comparable to nature and yet genetic engineering? 

It is regrettable, however, that the Commission has not had the courage to consistently follow its 

own logic and fundamentally exclude all breeding techniques below the threshold of transgenesis 

from GMO legislation. In this context, it seems appropriate to recall the current provisions of GMO 

law. According to the Directive 2001/18/EC of the European Parliament and of the Council of 12 

March 2001 (Deliberate Release Directive), GMOs are biological entities in which the genetic ma-

terial has been altered in ways that would not occur naturally through cross-breeding and/or nat-

ural recombination. Within the present draft, however, NBT plants in category 1 are to be "treated 

as plants that have occured naturally or have been produced by conventional breeding techniques, 

given that they are equivalent [...] and that their risks are comparable [...]". But if the main distin-

guishing feature (the genetics cannot have arisen naturally) and the decisive risk factor (greater 

potential hazards than through conventional breeding) are omitted, then it is incomprehensible 

why such plants are defined as GMOs at all. 

Likewise, the majority of the scientific community did not understand the ruling of the European 

Court of Justice on mutagenesis, according to which plants modified using modern mutagenesis 

technology are legally considered to be genetically modified. The German National Academy of 

Sciences Leopoldina and other renowned German research institutions are explicitly in favour of 

regulatory and authorisation procedures in the European Union that are adapted to the respective 

modification in the product. Particularly, they emphasize that plants bred using NBT are extremely 

difficult, if not impossible, to distinguish from conventionally bred plants, even in the laboratory. To 

conclude, the current process-based categorization  (mainly carried out by lawyers) should be re-

placed by a product-based assessment based on science.  

 

New breeding methods offer opportunities 

The advantages of genome editing include speeding up the breeding process , improving ancient 

landraces and domesticating stress-resistant wild plants. The main areas of application are in the 

improvement of agronomic properties (yield and growth characteristics), improved food and feed 

quality and improved disease resistance. Moreover, genome editing would open up new opportu-

nities for the organic farming sector, as healthier plants that are more resistant to fungal pathogens 

could significantly increase yields and thus land efficiency. Particularly in the context of the Green 

Deal and the Farm-to-Fork strategy, the breeding of resistant varieties is an important building 

block for achieving the reduction targets for the use of plant protection products without or with 

significantly less loss of yield and quality. Genome editing expands the toolbox of plant breeding 
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and, under the right conditions, has great potential to make an important contribution to achieving 

the farm-to-fork strategy goals. Nevertheless, these methods are not a universal solution and can-

not replace further development and optimisation of farming systems. 

 

No risks present 

The European Food Safety Authority (EFSA) concluded1 that there are no specific risks associated 

with targeted mutagenesis or cisgenesis in terms of threats to human and animal health and the 

environment. EFSA also concluded that targeted mutagenesis can significantly reduce the potential 

for unintended effects (such as off-target effects) compared to transgenesis or conventional breed-

ing. Fewer data are therefore needed for the risk assessment of these plants and products derived 

from them. 

 

Coexistence not sufficiently regulated 

It is necessary to maintain the possibility for agriculture to establish production and marketing 

chains that are defined by the absence of genetic engineering processes or certain new breeding 

techniques. According to our assessment, the presented draft principally provides the necessary 

framework. However, it lacks practicable rules on coexistence. Leaving this to the discretion of the 

member states or individual supervisory authorities does not seem appropriate. This approach 

would create considerable legal uncertainties and also contradicts the basic idea of a European 

level playing field. It should therefore be rejected. Furthermore, in the opinion of DBV, it is impera-

tive to regulate the measures within the framework of the regulation now under discussion. An 

outsourcing to additional regulations would unnecessarily prolong the period of legal uncertainty 

faced by economic operators and should therefore be rejected. The following points are particu-

larly important:  

 Burden of proof (in particular, to whom it is incumbent) 

 Labelling requirements  

 Practicable tolerance and threshold values for the individual stages of the production 

chain 

 

 
1 EFSA GMO Panel (EFSA Panel on Genetically Modified Organisms), Mullins E, Bresson J-L, Dalmay T, 
Dewhurst IC, Epstein MM, Firbank LG, Guerche P, Hejatko J, Moreno FJ, Naegeli H, Nogué F,  
Sánchez Serrano JJ, Savoini G, Veromann E, Veronesi F, Casacuberta, J, Fernandez Dumont A, Gennaro 
A, Lenzi, P, Lewandowska A, Munoz Guajardo IP, Papadopoulou N and Rostoks N, 2022. Updated scien-
tific opinion on plants developed through cisgenesis and intragenesis. EFSA Journal 2022;20(10):7621, 
33 pp. https://doi.org/10.2903/j.efsa.2022.7621 
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Patents prevent innovations 

DBV is very concerned that the increased granting of biopatents in the plant sector will both in-

crease market concentration and reduce the range of cultivated varieties. In principle, it is ques-

tionable whether NBT plants, which are biologically equivalent to plants that could occur naturally 

or via conventional breeding methods, can be patented at all. The current rules remain inconsistent. 

The actual breeding process is still mainly a biological process and thus excluded from patenting 

under Article 53 b) of the EPC. At the same time, however, the current legal situation allows traits 

to be patented, their use of which in plants in turn ensures that the patent claims are de facto ex-

tended to plant varieties. This, however, is in clear contradiction to the original intention of the 

legislator not to allow patents on naturally occurring plants and animals . The German Farmers’ 

Association urgently calls on the Commission to change this maladministration and at the same 

time to ensure, both in patent law and in the practice of issuing patents, that no further patents on 

traits or on biological material are allowed. This is all the more important as patents are by no 

means the innovation driver they are often portrayed to be, but are associated with considerable 

undesirable side effects. A 2020 study by the EU Commission2  recognizes the advantages of patents 

and licensing in promoting innovation and the development of new genomic techniques and their 

products. However, these same aspects (paired with high corporate concentration) can also act as 

a barrier to market entry for SMEs and limit access to new technologies and genetic material, e.g. 

for breeders and farmers. These negative effects are also pointed out by a US study published in 

the International Journal of Agricultural Sustainability3 in 2014, which attests to an unhealthy mar-

ket concentration in the US market, not least due to the extremely strict patent legislation. It is not 

without reason that the impact assessment accompanying the draft legislation devotes a great deal 

of space to the subject of patents. According to the German Farmers’ Association, objections to the 

effect that the intellectual property of breeders can only be adequately protected by patents lack 

any substance. After all, the diversity of Europe’s breeder landscape indicates that innovation must 

have paid off in the past. And precisely because NBTs undoubtedly offer potential savings for SMEs 

in the breeding process, it is necessary that these savings are not cancelled out by the immense 

costs of obtaining and enforcing patents. Unfortunately, the draft only touches briefly on the 

 
2 Study on the status of new genomic techniques under Union law and in light of the Court of Justice 
ruling in case C-528/16 DG Health and Food Safety: Unit E3 Biotechnology Ad hoc Advisory Group - 
19.5.2021 The context EU Court of Justice's judgment in Case C-528/16 Council Decision (EU) 2019/1904 
 
3 Jack A. Heinemann, Melanie Massaro, Dorien S. Coray, Sarah Zanon 
Agapito-Tenfen & Jiajun Dale Wen (2014) Sustainability and innovation in staple crops 
production in the US Midwest, International Journal of Agricultural Sustainability, 12:1, 71-88, 
DOI: 10.1080/14735903.2013.806408 
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(possible) savings in the authorization process, and ignores the considerable costs of "patent man-

agement". This makes it impossible to reach a balanced judgement.  

In the Commission’s Q&A catalogue, the legislator announces that it will examine the impact of 

plant patenting and the associated licensing and transparency procedures on innovations in plant 

breeding as part of a broader market analysis. The impact on breeders' access to genetic material 

and genetic processes, on the availability of seeds for farmers and on the overall competitiveness 

of the EU biotechnology industry will also be assessed. However, although the Commission is aware 

of the considerable sensitivity of the issue, according to its own documents and despite many criti-

cal comments, the report is not to be presented until 2026 - far too late - in order to identify any 

weaknesses in the sector and provide a basis for possible remedial action.  

The DBV firmly rejects this announced approach. Corresponding adjustments to the current legal 

framework in patent law must be implemented at the same time as further action is taken with 

regard to the regulations on NBTs. In order for all participants in the value chain to have legal 

certainty with regard to the protection systems for intellectual property in plant breeding at an 

early stage.  

 

Provisions on the use of NBTs in organic farming belong in the organic regulation 

We consider the ban on the use of NBTs in organic farming provided for in the current draft (Article 

5, paragraph 2) to be unnecessary. Finally, Regulation (EU) 2018/848 of the European Parliament 

and of the Council on organic production and labelling of organic products and repealing Council 

Regulation (EC) No 834/2007 prohibits the use of GMOs and products from and with GMOs in or-

ganic production. Therefore, the DBV does not see any need to enshrine the prohibition of use again 

elsewhere. This is merely an unnecessary duplication, which does not correspond to the principle 

of better regulation. Moreover, organic farmers lose their right to choose varieties permitted out-

side the scope of GMO legislation and are thus discriminated against in their freedom of occupa-

tion. Possible restrictions for further groups of seeds in EU organic farming law beyond GMO legis-

lation should have to be very well justified and regularly reviewed for their meaningfulness. In this 

way, such possible restrictions in organic farming law should be kept reversible in order not to ex-

clude organic farming from large parts of the sustainability progress in plant variety development 

and a large part of the variety spectrum in the long term. 
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Seed database sufficient for transparency throughout the chain 

The DBV welcomes the database on the status of a crop as an NGT crop provided for in Article 11 

and considers it sufficient to ensure transparency along the entire value chain. A similar system has 

used been successfully in organic farming for decades. There, the available organic varieties are 

managed in the central and interactive database "organicXseeds".  

The use of a certified organic seed lot demonstrated to the supervisory authority, ensures that only 

approved seeds are used. The aforementioned practice could easily be integrated into the database 

proposed in the presented draft. Particularly in organic farming,, this is unlikely to increase costs. 

As described previously, proof of seed must be provided in any case. Conversely, mandatory proof 

of the use of NBT products in production and the value chain should be rejected, as this would lead 

to considerable additional costs for the economic operators. Especially in view of the fact that, ac-

cording to the current state of knowledge, there are no threats to human and animal health and 

the environment, this effort must be considered disproportionate. Should a market for "NBT-free" 

conventional products develop outside of organic farming (analogous to the GMO-free conven-

tional product lines), the database can be used to provide proof as well. The additional expense 

should then not be a problem either, since experience has shown that buyers of such products are 

prepared to bear the costs for the higher effort.  


