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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): Phenmedipham (pesticide active substance)

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Draft Commission Implementing Regulation concerning the non-renewal of the approval of the active substance phenmedipham in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council, and amending Commission Implementing Regulation (EU) No 540/2011; (7 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/2026/TBT/EEC/26_05568_00_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 Implementing Regulation provides that the approval of the active substance phenmedipham is not renewed in accordance with Regulation (EC) No 1107/2009. Member States shall withdraw authorisations for plant protection products containing phenmedipham as an active substance. The non-renewal of approval is based on the first evaluation of the substance for use as a pesticide active substance in the EU under Regulation (EC) No 1107/2009. The substance was formerly assessed and approved under Directive 91/414/ EEC.
This decision only concerns the placing on the market of this substance and plant protection products containing it. Following non-approval and the expiry of all grace periods for stocks of products containing this substance, separate action will be taken on MRLs and a separate notification will be made in accordance with SPS procedures.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: In order for an active substance to be approved in accordance with Regulation (EC) No 1107/2009 (concerning the placing of plant protection products on the market), it must be demonstrated that the substance is not harmful to human health, animal health or the environment. Criteria are listed in Article 4 of the Regulation (and also detailed in Annex II thereto) which must be met to enable approval.
During the evaluation and peer-review of phenmedipham, two critical areas of concerns and several areas that could not be finalised were identified. These are detailed in the conclusion of the European Food Safety Authority (EFSA): phenmedipham meets the criteria to be identified as an endocrine disruptor for the T-modality for non-target organisms other than mammals and effects at population level cannot be excluded and the technical specifications proposed by both applicants are not covered by the batches used in the key toxicological studies. In addition, several parts of the risk assessment could not be finalised by EFSA, including the consumer risk assessment via dietary intake and the risk assessment to aquatic organisms (algae). The outcome of the risk assessment, as documented in the EFSA Conclusion, identifies twenty-one data gaps. Although the applicant, when commenting on the EFSA Conclusion, indicated that thirteen of the twenty-one data gaps could be solved in applications for the renewal of product authorisations at Member State level, this is not possible because at least one safe use must be identified at the approval level (as confirmed by the ECJ in its recent judgement in case C-316/24 P on cypermethrin).
These concerns mean that phenmedipham does not meet the approval criteria as outlined in Regulation (EC) No 1107/2009 and therefore, the approval of phenmedipham should not be renewed for the use in plant protection products.
Existing authorisations will need to be withdrawn; Member States must withdraw existing plant protection products containing phenmedipham at the latest by 6 months from the date of entry into force. A period of grace in line with Article 46 of Regulation 1107/2009 is allowed for and shall expire at the latest 12 months from the entry into force (allowing for a final season of use).; 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: http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32009R1107&qid=1437730988988&from=EN
Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards the list of approved active substances (OJ L 153, 11.6.2011, p. 1–186)
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1442928512004&uri=CELEX:32011R0540
Conclusion on the peer review of the pesticide risk assessment of the active substance phenmedipham:
EFSA (European Food Safety Authority), Álvarez, F., Arena, M., Auteri, D., Leite, S. B., Binaglia, M., Castoldi, A. F., Chiusolo, A., Colagiorgi, A., Colas, M., Crivellente, F., De Lentdecker, C., De Magistris, I., Egsmose, M., Fait, G., Ferilli, F., Broussard, M. F., Santonja, G. G., Gouliarmou, V., … Villamar-Bouza, L. (2025). Peer review of the pesticide risk assessment of the active substance phenmedipham. EFSA Journal, 23(11), e9711. https://doi.org/10.2903/j.efsa.2025.9711

	9.
	Proposed date of adoption: Q1 2027
Proposed date of entry into force: 20 days following publication in the Official Journal of the EU

	10.
	Provision of comments
Final date for comments: 26 December 2026
[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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