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Agenda

e Feedback to EFSA presentation on LCM from November 2024 PSN
* Task Force Applications: A proposal how to cover all applicants in [IUCLID & Open EFSA
e Streamlining of evolving data requirements/guidance and IUCLID formats



UCLID LCM - feedback by CLE

» Mitigation of the issue but no solution
» Limits option for format changes



UCLID LCM - feedback by CLE

»  With IUCLID as tool to facilitate OSOA the issue will transpire to other areas
» IUCLID is legally mandatory for PPP submissions - therefore issues should be solved



JUCLID LCM - feedback by CLE

» EFSA proposal again mitigating the issue, but not solving it
» Has the announced analysis been conducted?



Task Force Applications and applicants information

* Inarecent submission not all Task Force members where named as applicants in Open EFSA
* Reason: Field is filled from IUCLID Submitting Legal entities — not all Task Force members had

to submit an own complimentary Dossier

Solution proposal

Addition of a field additional applicants to
name additional legal entities as
applicants in case :

Joint application is ,yes“ AND

Role in joint submission is set to ,lead
applicant”




Guidance Documents and IUCLID

Changes to OECD Harmonized Templates have a cyclical, structured approach, aligning to
IUCLID format changes to ensure that OECD test guidelines are in-line with information
inserted into IUCLID.
In the area of Residues (relevant for Al dossiers and MRL applications), several documents are
under revision or in discussion:

e Guidance document - Analytical methods (OHT 87)

e Guideline - Storage stability (OHT 85-10)

e Guideline and guidance document - Processing (OHT 85-9)
The list is not complete .. And might also apply to other areas relevant for crop protection
submission

For analytical methods, the revision of the guidance offers a good opportunity to split the
OHT 87 as proposed before and to increase suitability / functionality:
e Residue analytical methods

e Product chemistry
o« P77



Guidance Documents and IUCLID

e EU (EFSA, ECHA, MS) guidance documents have no
such mechanism and lead to divergence between
applicant requirements and the format given for
insertion

e This leads to additional manual rework of
IUCLID dossiers due to format changes over
time

e Data/ Information is ,grouped’ into semi-
suitable fields (mainly rich text fields e.g. efate
— field studies)

* Guidance document generation and IUCLID structure should work holistically

e JUCLID entries (OHTs, ESRs) at dossier submission should allow for insertion of
information fit to applicable guidance document (efate: DT50/90, kinetic
evaluation)



Guidance Documents and IUCLID

* The Scientific Opinion was endorsed as Guidance
Document in fall 2023 and will be implemented in
IUCLID with the version 6.9.

* |nfall 2024, CLE has commented the relevant
OECD word document.

 Therelevant OHT 58 is modified and is available
on the ECHA beta-cloud for testing without
considering our comments.

e The revised OHT 58 (IUCLID ECHA beta-cloud) does not reflect the complexity of the
Scientific Opinion.

* Asfive different species should be tested, one single study would be distributed
across five different OHTs with no option for direct comparison of results.

* Proposal: The further development of OHT 58 (plus endpoint summary record)
might be taken up in a dedicated working party (together with OHT 85-2 and 85-3).



Thank You!




