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CropLife Europe input for SCOPAFF meeting 20-21 January 2026

¢ Harmonisation of Annex Il of Regulation (EC) No 1107/2009 with the new hazard classes
in the CLP Regulation

¢ Omnibus Simplification Package (update on co-legislative workplan)

e Guidance document on the evaluation of new data on an active substance submitted
post (renewal of) approval

¢ Guidance document for the generation and evaluation of data on the physical, chemical
and technical properties of plant protection products under Regulation (EC) No
1107/2009

e General issues for information / discussion - Implementation ED criteria / T modality
and human relevance

e Co-formulants and assessment of formulations (update) — Non-paper on sharing data
among Member States (for possible endorsement)

e Report from Working Group Post Approval Issues- Laboratory analyses of PPPs
(update)

Dear SCOPAFF members,

Ahead of the SCOPAFF phytopharmaceuticals-legislation meeting on 20-21 January 2026, CropLife
Europe would like to provide input on several issues:

A.03(1) - Harmonisation of Annex Il of Regulation (EC) No 1107/2009 with the new hazard
classes in the CLP Regulation (update)

CropLife Europe would like to request more information on this point to better understand the terms of
the discussion. A draft of the updated Annex Il ready to be shared with relevant stakeholders would be
beneficial.

A.03(4) - Omnibus Simplification Package (update on co-legislative workplan)

The Food and Feed Safety Omnibus is a timely opportunity to remove long-standing bottlenecks in the
EU authorisation system, helping farmers access a full range of safe crop protection solutions while
maintaining high levels of protection for consumers and the environment. With competitiveness and
sustainability pressures growing, the Omnibus should ensure the regulatory framework is fit for today’s
needs and future challenges.

Updating the SCoPAFF representatives on the procedure and timeline that will be followed is key, yet it
would be important to relay this information also towards relevant stakeholders, like CropLife Europe.
We look forward to the workplan and next steps of this legislative procedure.

A.07(10) - Guidance document on the evaluation of new data on an active substance
submitted post (renewal of) approval - SANCO/10328/2004 — rev 10 (for possible
endorsement)
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A.07(11) - Guidance document for the generation and evaluation of data on the physical,
chemical and technical properties of plant protection products under Regulation (EC) No
1107/2009 - SANCO/10473/2003 — rev.6 (for possible endorsement)

As both of these Guidance Documents are up for endorsement, it would be a good practice to adhere
to the ‘Better Regulation’-principles and make the latest versions of these available on the comitology
register before endorsement decisions would be made.

Especially on the former (GD new ai data post-approval - SANCO/10328/2004), several critical points
were addressed by CropLife Europe during the consultation round:

- Process ftransparency: there is a need to better define roles and responsibilities (e.g.
designation and prioritisation role of the interzonal RMS), ensure applicant awareness, and
allow for constructive feedback where disagreement arises.

- Timelines and procedural efficiency: there is a need for clearer, binding timelines to avoid delays,
particularly when AS data are submitted within product dossiers or prior to renewal. The
possibility to submit AS data independently of PPP dossiers should be operational across all
MSs.

It would be advisable if at least these key points have been taken on board in the latest version.

A.12 - General issues for information / discussion - 5. Implementation ED criteria / T modality
and human relevance

CropLife Europe supports this initiative, e.g. to identify methods to study enzyme induction in human
liver cell systems, as per EFSA recommendation in the 2018 ED guidance and subsequent 2021 and
2025 clarifications. As recognized by EFSA, liver enzyme mediated T-related adversities are particularly
common in rats due to recognized quantitative species sensitivity. CropLife Europe supports to establish
Weight of Evidence criteria to accept comprehensive data sets and innovative approaches for
quantitative species difference assessments, ultimately enabling regulatory decision making with little
remaining uncertainties.

A.13 - Co-formulants and assessment of formulations (update) — 1. Non-paper on sharing
data among Member States (for possible endorsement)

In light of the increased attention and regulatory developments on the assessment of co-formulants and
formulations, CropLife Europe would like to suggest the possibility for stakeholders to comment on the
indicated non-paper before endorsement. In the October 34th PSN meeting Commission highlighted
the establishment of a comprehensive database in collaboration with ECHA and EFSA to facilitate
assessments and harmonisation across Member States . A discussion on relevancy of data availability,
and on both opportunities and pitfalls of moving towards and working with a centralized database, is
key, and emphasizes the need for context in regulatory decisions.

A.14(1a) — Report from Working Group Post Approval Issues- Laboratory analyses of PPPs
(update)

This point raises our attention , and we remain available to better understand the terms of discussion,
to further discuss and to provide support in this area.

Meanwhile CropLife Europe takes the opportunity to re-affirm that the association is in favour to the
establishment of an accredited EU Reference Laboratory (EURL) for Plant Protection Products. One of
its roles and responsibilities would be to analyse suspicious products placed on the EU market and help
preventing the trade of illegal and counterfeit pesticides. CropLife Europe believes that this EURL for
PPP, coordinating the analytical controls on detailed active substance and product compositions, using
standardised and validated analytical methods, would be very useful for all Law Enforcement Agencies.
All country laboratories analysing samples for the official controls at national level would participate in
the EU proficiency tests organised by the Commission like it is for pesticide residue controls.
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Yours sincerely

Kevin Heylen
Senior Manager Regulatory Affairs

ccC. Eric Liégeois
Mark Williams
Manuela Tiramani

This letter will be published on the CropLife Europe website and will be available at:
https://croplifeeurope.eu/resources-library/
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