13th meeting of the PSN IUCLID sub-group
12 June 2025

JUCLID — LATEST NEWS &
UPDATES

Wefsar-

EUROPEAN FOOD SAFETY AUTHORITY




GENERAL UPDATE

- 12 meetings of the Virtual Tour with the Member States held so
far (AT, DK, GR, FR, NL, IT, ES, FI, DE, SI, LV, PT)

- We will resume in September, invitations to be sent in advance
« IJIUCLID 6.9 went live on 26 May 2025
* No issues/delays related to the migration of Cloud accounts

- Minor migration issue related to Analytical methods - currently under
investigation and will be fixed by October at the latest



IUCLID MANUALS

- The manuals are being updated and will be published by the

end of July at the latest (except micro-organisms, which will
be published in the autumn)

« FDP will launch a survey for feedback on the manuals and
on the use of test dossiers

* This will be launched after the summer, the feedback will be analysed
and considered as from the 2026 revision

* For Doc J dismissal a standalone support package is
available on the Toolkit

(
)


https://www.efsa.europa.eu/en/applications/toolkit#iuclid-software
https://www.efsa.europa.eu/en/applications/toolkit#iuclid-software
https://www.efsa.europa.eu/en/applications/toolkit#iuclid-software

ADMISSIBILITY CHECKLIST FOR PESTICIDES APPLICATIONS

EFSA has recently updated the Admissibility checklist (Appendix C) of the

‘Administrative guidance on submission of dossiers and assessment reports for the peer- efS\Q
review of pesticide active substances and on the maximum residue level (MRL) application =
procedure’

TTTTTTTTT

5> The updated Admissibility checklist is designed to support both applicants during
the preparation of their dossiers, ensuring higher data quality in IUCLID dossiers, and
Member States in carrying out the admissibility check

What’s new? Admissibility checklist for
pesticide applications

Last updated: 29 April 2025

« Clearer guidance on elements required during completeness check
« Use of IUCLID report generator during dossier preparation and admissibility check
« Enforced use of structured data reporting in [IUCLID

« Enhanced alignment with current regulatory expectations

Check out the updated Appendix C available under the Supporting Information section at the

following link w


https://doi.org/10.2903/sp.efsa.2021.EN-6464
https://doi.org/10.2903/sp.efsa.2021.EN-6464
https://doi.org/10.2903/sp.efsa.2021.EN-6464

OLD DOSSIERS - REMINDER

 As presented at the 339 PSN meeting in May 2025,
EFSA has observed significant delays in the
declaration of admissibility in a number of cases
and this has an impact on the overall assessment

Number of
dossiers

Dossier type

timeline and planning AIR 17
» There was a particular focus on dossiers submitted

in 2021 - 2022 MRL 1
« Most of these dossiers would require heavy |

refactoring before resubmission in order to be Basic substance 2

declared admissible - EFSA is available to support s .

the respective applicants and RMS in preparing Figures updated in May 2025

these resubmissions, provided the RMS commit to
process the admissibility within a reasonable
timeframe



TEST MATERIAL ENTITY - FILTERING

- TM_DETALILS filtering rule:

- A format change was included in IUCLID 6.9 giving the possibility to
flag every individual item confidential within the test material entity
(except the AS)

- The implementation of the amended filtering rule has been delayed
to October 2025 and the flag in the linked Endpoint Study record
will continue to be the basis for confidentiality until then

* For new dossiers applicants are encouraged to also flag within the
TM entity (i.e. to use the new flags too) as this will facilitate
migration in October



DOCUMENT J DISMISSAL

* On 2 April a live Webinar was held with 160+ participants
- Material available here:

 The Mapping of Doc J elements to the fields in the IUCLID
dossier (i.e. the Crosswalks clarifying in which IUCLID
sections/fields to enter the data previously included in Doc J) +
ad-hoc instructions are available in the Applicants toolkit:

 An FAQ will be added shortly

* The instructions will subsequently be included in the revision of the
manuals

« RMS are reminded to no longer accept new dossiers with a Doc
J attachment and applicants are reminded to contact EFSA for w
support if needed (via )
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CONFIDENTIAL REPORT — NEXT STEPS

- EFSA has started working on the “Confidential Report” which is
intended to support the RMS in compiling the DAR Vol 4

« As previously announced, the timeline was adjusted due to the
delay in IUCLID 6.9 delivery

- As soon as the draft Confidential report is available MS will be:
- Given access for testing & commenting (before summer)

 Invited to join dedicated session(s) to ensure that the contents and
format of the report fulfil expectations

« The first info session will be held in September 2025 (more details will
follow)



STAY CONNECTED

efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu — job alerts

Science on the Menu —Spotify, Apple Podcast and YouTube

@efsa.bsky.social

; : : Linkedin.com/company/efsa
@efsa-animals.bsky.social @efsa-plants.bsky.social

@onehealth_eu efsa.europa.eu/en/contact/askefsa

efsa

EUROPEAN FOOD SAFETY AUTHORITY
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