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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: EUROPEAN UNION
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
European Commission
EU-TBT Enquiry Point,
Fax: +(32) 2 299 80 43,
E-mail: grow-eu-tbt@ec.europa.eu
Website: https://technical-barriers-trade.ec.europa.eu/en/home

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 5.7.1 [ ], 3.2 [ ], 7.2 [ ], Other: 

	4.
	Products covered (HS codes or national tariff lines. ICS numbers may be provided in addition, where applicable): Pesticide active substances

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Draft Commission Regulation amending Commission Regulation (EU) No 283/2013 as regards the information to be submitted for active substances; (4 page(s), in English), (83 page(s), in English)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
https://members.wto.org/crnattachments/2025/TBT/EEC/25_06509_00_e.pdf
https://members.wto.org/crnattachments/2025/TBT/EEC/25_06509_01_e.pdf
European Commission
EU-TBT Enquiry Point
Fax: + (32) 2 299 80 43
E-mail: grow-eu-tbt@ec.europa.eu
The text is available on the Website: https://technical-barriers-trade.ec.europa.eu/en/home

	6.
	Description of content: This draft Commission Regulation includes amendments to the Annex to the Commission Regulation (EU) No 283/2013 setting out the data requirements for active substances in plant protection products

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Regulation (EC) No 1107/2009 ensures a high level of protection to human health and the environment. To implement the provisions of the legislation, data requirements for compiling dossiers for application for approval or renewal of approval of active substances are set in Commission Regulation (EU) No 283/2013.
During the last 10 years since adoption of this Regulation, available methodologies for conducting regulatory studies and/or risk assessments have evolved: in particular some new approaches for conducting risk assessments and new study protocols that may include alternatives to non-animal testing have become available while others have become obsolete. Furthermore, the EFSA Guidance Documents on conducting risk assessments for bees, and birds and mammals, respectively, were revised referring to different or additional tests, and a new Guidance Document on the impact of water treatment processes has been published.
This draft Commission Regulation aims at amending the data requirements for applications for the approval of active substances in Commission Regulation (EU) 283/2013 in order to adapt them to technical and scientific progress and to align, where necessary, with testing requirements in other legislation (e.g. REACH).
This initiative is complemented by others concerning amendments to:
· Commission Regulation (EU) No 546/2011 setting out the uniform principles for evaluation and authorisation of plant protection products;
· Commission Regulation (EU) No 284/2013 setting out the data requirements for plant protection products
<; Protection of human health or safety; Protection of animal or plant life or health; Protection of the environment

	8.
	Relevant documents: 
· Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32009R1107
· Commission Regulation (EU) No 283/2013 of 1 March 2013 setting out the data requirements for active substances, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the placing of plant protection products on the market Text with EEA relevance https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A32013R0283
· ECHA and EFSA (European Chemicals Agency and European Food Safety Authority), Hofman-Caris, R., Dingemans, M., Reus, A., Shaikh, S. M., Munoz Sierra, J., Karges,U.,aus der Beek, T., Nogueiro, E., Lythgo, C., Parra Morte, J. M., Bastaki, M., Seraﬁmova,R., Friel, A., Court Marques, D., Uphoff, A., Bielska, L., Putzu, C., Papadaki, P. (2023). Guidance document on the impact of water treatment processes on residues of active substances or their metabolites in water abstracted for the production of drinking water. EFSA Journal, 21(8), 1–108. https://doi.org/10.2903/j.efsa.2023.8194
· EFSA (European Food Safety Authority), Aagaard A, Berny P, Chaton PF, Antia AL, McVey E, Arena M, Fait G, Ippolito A, Linguadoca A, Sharp R, Theobald A and Brock T, 2023.Guidance on the risk assessment for Birds and Mammals. EFSA Journal 2023;21(2):7790, 300 pp. https://doi.org/10.2903/j.efsa.2023.7790
· EFSA (European Food Safety Authority), Adriaanse P, Arce A, Focks A, Ingels B, Jölli D, Lambin S, Rundlöf M, Süßenbach D, Del Aguila M, Ercolano V, Ferilli F, Ippolito A, Szentes Cs, Neri FM, Padovani L, Rortais A, Wassenberg J and Auteri D, 2023. Revised guidance on the risk assessment of plant protection products on bees (Apis mellifera, Bombus spp. and solitary bees). EFSAJournal 2023;21(5):7989, 133 pp. https://doi.org/10.2903/j.efsa.2023.7989

	9.
	Proposed date of adoption: 2nd quarter 2026
Proposed date of entry into force: 20 days following the publication in the Official Journal of the EU (The provisions shall apply two months after the adoption)

	10.
	Provision of comments
Final date for comments: 30 November 2025
[X] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
European Commission,
EU-TBT Enquiry Point,
Fax: + (32) 2 299 80 43,
E-mail: grow-eu-tbt@ec.europa.eu
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