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Report Highlights:

The EU Council and European Parliament reached a provisional political agreement in December 2025
on a regulation on plants obtained through new genomic techniques (NGTSs), concluding trilogue
negotiations under the Danish Presidency. The agreement establishes two regulatory pathways: Category
1 NGTs, considered equivalent to conventional plants and subject to a simplified verification procedure,
and Category 2 NGTs, which remain regulated under existing GMO legislation. It also introduces
provisions on patent transparency and allows Member States to adopt national coexistence measures and
cultivation restrictions. The compromise has since been endorsed by Member States and approved by
the European Parliament’s Environment Committee (ENVI), paving the way for final adoption in 2026,
with application expected two years after entry into force.

THIS REPORT CONTAINS ASSESSMENTS OF COMMODITY AND TRADE ISSUES MADE BY USDA STAFF
AND NOT NECESSARILY STATEMENTS OF OFFICIAL U.S. GOVERNMENT POLICY




Background

New genomic techniques (NGTSs) are advanced tools that enable precise and targeted genetic
modifications in plants, including targeted mutagenesis and cisgenesis. These techniques allow a faster
and easier development process compared with conventional breeding methods, producing plant
varieties that can be more resilient, sustainable, or productive. Unlike genetically modified organisms
(GMOs), plants developed using these techniques do not involve the insertion of foreign DNA from
unrelated species, meaning the genetic changes could also occur naturally or through conventional
breeding.

The existing EU GMO legislation, adopted in 2001, was created before the development of these
techniques. Consequently, as confirmed by the 2018 European Court of Justice ruling, plants developed
using NGTs are currently regulated under the GMO framework, even though they do not contain foreign
DNA. This situation highlighted the need for a modernized regulatory approach, as applying the old
GMO rules to NGT plants has limited innovation and reduced the competitiveness of EU plant breeding.

To address this, the European Commission proposed a regulation on plants obtained using NGTs on 5
July 2023, as part of the EU’s Farm to Fork and Biodiversity strategies. The proposal established *two
pathways for NGT plants: Category 1 for modifications that could occur naturally or via conventional
breeding, which would be exempt from GMO legislation and only require labelling of seeds; and
Category 2 for all other NGT plants, which would remain subject to the full requirements of GMO
legislation, including risk assessment, authorization, traceability, and labelling. The proposal also
included measures on patent transparency, public databases, and regulatory incentives for traits
contributing to sustainability.

The European Parliament adopted its position in April 2024, broadly supporting the dual-path
framework and emphasizing safety, sustainability, and transparency. Parliament also requested
additional safeguards on labelling, traceability, coexistence, and a ban on patents for these crops, and
agreed to exclude certain traits from Category 1 to ensure that high-risk modifications remain under full
GMO regulation.

In the Council, discussions progressed slowly through 2023 and 2024, as Member States were divided,
particularly on patent-related issues. Under the Polish Presidency, which began in January 2025, the
Council secured a general approach in early March 2025, endorsing the dual-path approach but
introducing additional safeguards. These included allowing member states to opt out from cultivating
Category 2 NGT plants, implementing optional coexistence measures to prevent unintended presence,
and excluding certain traits—such as herbicide tolerance—from Category 1. The Council also
strengthened patent transparency provisions, proposed a patent expert group, and outlined follow-up
studies on the impact of patents on innovation and seed availability.

! See GAIN Report European Commission Adopts New Regulation for Plants Obtained by Certain New Genomic
Techniques



https://eur-lex.europa.eu/browse/institutions/justice.html?root_general-court-judgements=root%3Dgeneral-court-judgements
https://food.ec.europa.eu/plants/genetically-modified-organisms/new-techniques-biotechnology_en
https://www.europarl.europa.eu/legislative-train/theme-sustaining-our-quality-of-life-food-security-water-and-nature/file-plants-produced-by-certain-new-genomic-techniques
https://data.consilium.europa.eu/doc/document/ST-6426-2025-INIT/en/pdf
https://data.consilium.europa.eu/doc/document/ST-6426-2025-INIT/en/pdf
https://apps.fas.usda.gov/newgainapi/api/Report/DownloadReportByFileName?fileName=Corrected%20-%20European%20Commission%20Adopts%20New%20Regulation%20for%20Plants%20Obtained%20by%20Certain%20New%20Genomic%20Techniques_Brussels%20USEU_European%20Union_E42023-0032
https://apps.fas.usda.gov/newgainapi/api/Report/DownloadReportByFileName?fileName=Corrected%20-%20European%20Commission%20Adopts%20New%20Regulation%20for%20Plants%20Obtained%20by%20Certain%20New%20Genomic%20Techniques_Brussels%20USEU_European%20Union_E42023-0032

The trilogue

Trilogue negotiations began under the Polish Presidency in May 2025, following the Council’s adoption
of a general approach. Trilogues involve representatives from the European Parliament, the Council, and
the European Commission, and in this case aimed to reconcile the Parliament’s and Council’s positions.

Negotiations initially progressed slowly due to key disagreements. Parliament specifically pressed for
stricter safeguards on labelling, traceability, sustainability, and patentability, which required detailed
technical discussions. The trilogue process continued into the Danish Presidency, which assumed office
in June 2025. With only limited time before the end of the Presidency, negotiators intensified efforts to
resolve remaining points, focusing on compromise solutions that balanced innovation, safety, and
transparency. The trilogue successfully closed with consensus, representing a compromise acceptable to
both the European Parliament and the Council, and setting the stage for formal adoption by both
institutions.

The Provisional Agreement

On 4 December, the European Parliament and the Council of the EU reached a provisional agreement on
a legal framework for the NGTs proposal. According to the EU institutions, the regulation is intended to
strengthen the competitiveness of the EU agrifood sector, ensure a level playing field, and support food
security, while maintaining high health standards and aligning with the EU’s sustainability objectives.
The official press releases from the European Parliament and the European Commission are available
here and here respectively.

The Key Provisions of the agreement that were the most debated and politically sensitive—where the
European Parliament and the Council initially had diverging positions and where the final compromise
was reached—are the following:

Category 1 NGT Plants. A simplified regulatory pathway applies to plants considered equivalent to
those produced through conventional breeding. Category 1 plants follow the rules for conventionally
bred plants but remain excluded from organic production.

Discussion points: The main debate concerned which plants should qualify and the required
level of oversight. The Parliament sought stronger traceability and regulatory oversight, while
the Council focused on market access and innovation and development. The compromise
introduces simplified regulation with mandatory labelling of seeds and plant reproductive
material as “cat 1 NGT.” Equivalence assessments are conducted by national authorities before
field trials, and EFSA verifies equivalence for food or feed imports. Once verified, offspring do
not require reassessment unless further genetic changes occur. Category 1 plants are exempt
from GMO risk assessment and must follow the standard EU variety registration system.


https://www.consilium.europa.eu/en/press/press-releases/2025/12/04/new-genomic-techniques-council-and-parliament-strike-deal-to-boost-the-competitiveness-and-sustainability-of-our-food-systems/
https://ec.europa.eu/commission/presscorner/detail/en/ip_25_2912

Category 2 NGT Plants. This category covers plants that do not meet Category 1 equivalence criteria,
including those engineered for herbicide tolerance or production of known insecticidal substances.

Discussion points: The debate focused on which plants should remain under full GMO rules and
whether Member States could restrict cultivation. Parliament preferred uniform EU-wide
regulation, while the Council supported national flexibility. The compromise allows Member
States to opt out from cultivating Category 2 plants and to implement optional coexistence
measures, mirroring the structure already in place under Directive 2015/412 for GMOs
cultivation.

Sustainability. Herbicide tolerance and production of known insecticidal substances are excluded from
Category 1 eligibility for cultivation and food/feed imports. Applicants must provide declarations and
scientific evidence confirming that intended traits do not fall under these exclusions.

Discussion points: Parliament emphasized the exclusion of insecticidal traits. The agreement
formalizes these exclusions and introduces monitoring by the Commission and Member States.

Intellectual Property. Applicants must disclose all existing or pending patents during verification, with
this information published in a public database. VVoluntary disclosure of licensing intentions is
encouraged.

Discussion points: Patent transparency and access were highly debated. Parliament sought
safeguards for farmers and innovation, while the Council emphasized flexibility for patent
holders. The agreement creates an expert group, a proposed code of conduct for patent
transparency, and a Commission study within one year of NGT market entry, assessing impacts
on innovation, seed availability, and sector competitiveness, with possible legislative follow-up.
Unlike Parliament’s original position, the agreement does not introduce a patent ban but
strengthens transparency and monitoring mechanisms.

Stakeholder’s Reaction

Below a collection of stakeholders’ reactions compiled by Crop Life Europe
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What’s Next

Following the provisional agreement, the European Parliament’s ENVI Committee, leading the
Parliament on this regulation, formally endorsed the final text on 28 January 2026 with a strong 47-31
majority, clearing the way for the final plenary vote this spring. The agreement now moves to the
European Parliament plenary and the Council for formal adoption, expected in 2026. Once published in
the Official Journal, the regulation will enter into force, followed by a two-year implementation phase.
During this period, Member States will prepare administrative procedures, equivalence verification
systems, and monitoring mechanisms, while applicants and third-country exporters must ensure
compliance with Category 1 and Category 2 requirements. The first Category 1 NGT applications could
be submitted immediately after entry into force, making market entry feasible between 2028 and 2029.
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https://www.europarl.europa.eu/pdfs/news/expert/2025/12/press_release/20251201IPR31710/20251201IPR31710_en.pdf
https://www.europarl.europa.eu/pdfs/news/expert/2025/12/press_release/20251201IPR31710/20251201IPR31710_en.pdf
https://x.com/EUCouncilPress/status/1996379225797120494
https://ec.europa.eu/commission/presscorner/detail/en/ip_25_2912
https://www.linkedin.com/posts/pascal-canfin_ngt-activity-7402248905087950848-HSoD/?utm_source=share&utm_medium=member_desktop&rcm=ACoAABJB1G4BvLA4Rsl6fDgOQoDK4C5gACKGQgc
https://euroseeds.eu/app/uploads/2025/12/25.0869.1-Europes-seed-sector-welcomes-the-positive-conclusion-of-trilogue-negotiations-on-NGTs.pdf
https://www.linkedin.com/posts/euroseeds_growingthefuture-newgenomictechniques-activity-7402301705398374400-EnfI?utm_source=share&utm_medium=member_desktop&rcm=ACoAABJB1G4BvLA4Rsl6fDgOQoDK4C5gACKGQgc
https://www.linkedin.com/posts/copa-cogeca_new-genomic-techniques-move-forward-eu-activity-7402373150979563521-4DFo?utm_source=share&utm_medium=member_desktop&rcm=ACoAABJB1G4BvLA4Rsl6fDgOQoDK4C5gACKGQgc
https://www.linkedin.com/posts/copa-cogeca_new-genomic-techniques-move-forward-eu-activity-7402373150979563521-4DFo?utm_source=share&utm_medium=member_desktop&rcm=ACoAABJB1G4BvLA4Rsl6fDgOQoDK4C5gACKGQgc
https://www.linkedin.com/posts/european-landowners%27-organization_ngts-euagriculture-innovation-activity-7402294874135261184-KFNE/?utm_source=share&utm_medium=member_ios&rcm=ACoAAAXstH0BmMRTqG0yqGUjJUkvATItFFyJfDg
https://www.plantetp.eu/wp-content/uploads/2025/12/2025_12_04-press-release-agreement-on-ngts-plant-etp-final.pdf
https://www.plantetp.eu/wp-content/uploads/2025/12/2025_12_04-press-release-agreement-on-ngts-plant-etp-final.pdf
https://www.eu-sage.eu/news/European_Scientists_welcome_the_EU_Trilogue
https://www.farm-europe.eu/news/ngts-a-much-needed-agreement-for-both-farmers-and-consumers/
https://www.organicseurope.bio/news/ngt-trilogue-agreement-poses-a-big-risk-to-european-food-sovereignty/
https://www.coldiretti.it/economia/ue-da-trilogo-passo-decisivo-su-tea-ora-accelerare-su-utilizzo
https://www.testbiotech.org/en/news/negotiations-on-ngt-plant-regulations-warning-against-misleading-the-public/
https://friendsoftheearth.eu/press-release/new-gmos-deal-an-early-christmas-gift-to-big-biotech/
https://www.eurovia.org/press-releases/trilogue-agreement-on-gmos-ngts-a-betrayal-of-farmers-legitimate-concerns-on-patents-health-the-environment-and-consumers-rights-to-information/
https://www.gmwatch.org/en/106-news/latest-news/20617-bad-deal-reached-on-new-gmo-deregulation-file-in-eu-trilogue
https://european-biotechnology.com/latest-news/eu-trilogue-sets-clear-path-for-new-genomic-techniques/
https://www.euractiv.com/news/brussels-strikes-long-awaited-deal-on-gene-edited-crops/
https://www.dw.com/en/eu-agrees-to-relax-regulations-around-gene-edited-crops/a-75008573
https://www.eunews.it/en/2025/12/04/green-light-for-the-eu-framework-on-new-genomic-techniques-a-mix-of-gmos-and-conventional-plants/
https://www.ft.com/content/db37645e-777f-440f-b4a6-e0a6b53f8b30
https://www.rtbf.be/article/l-union-europeenne-trouve-un-accord-sur-les-ngt-la-nouvelle-generation-des-organismes-genetiquement-modifies-11642208

The legislation, as outlined in the agreement, is expected to provide greater regulatory predictability in
the EU, create opportunities for innovation, adoption, and the potential export of U.S. NGT-derived
agricultural products. It may also support closer alignment with emerging international approaches to
plant breeding innovation.

Attachments:

No Attachments.



