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RMS confidentiality assessment (NAS) - mandatory X £
consultation of EFSA on draft decision - 1 —efsam

European Food Safety Authority

= Not one single consultation request yet received by EFSA
from RMS in context of NAS confidentiality assessment

= Reminder - PAs concerning confidentiality in accordance with
Article 7(3) and 16 of Regulation (EC) No 107/2009 (Article
7(6)) require RMS to consult EFSA

(confidentialityrequestassessment@efsa.europa.eu) on draft
confidentiality decision on NAS dossier



https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-confidentiality-Artt-7-and-16-of-regulation-1107-2009.pdf
mailto:confidentialityrequestassessment@efsa.europa.eu

RMS confidentiality assessment (NAS) - mandatory X £
consultation of EFSA on draft decision — 2 —eTSde

European Food Safety Authority

= Objective: ensuring consistency between EFSA’'s &
RMS’ confidentiality assessments on identical or similar
items included in pesticide dossiers

= Common position between MS & EFSA is essential:
otherwise, the respective confidentiality decisions
adopted by EFSA & the RMS may undermine each other



RMS confidentiality assessment (NAS) - mandatory

consultation of EFSA on draft decision - 3

European Food Safety Authority

= Scenario where use of mandatory consultation is particularly
important — NAS dossier with cross-referenced MRL dossier
concerning intended uses specified in NAS dossier

= Risk assessment for NAS and related MRL are closely
interlinked (e.g. publication consultation for NAS and related
MRL are launched simultaneously & there is one common EFSA
output)

= RMS and EFSA shall make every effort (above & beyond the
mandatory consultation mechanism) to coordinate respective
confidentiality assessments. This concerns also the timing of
the respective confidentiality assessments which shall to the
extent possible be aligned



Useful information

Legal documents:

« General Food Law: consolidated text of Requlation
(EC) No 178/2002

« Transparency Regulation: Regulation (EU)
2019/1381

« PAs on transparency and confidentiality: Practical
Arrangements concerning transparency and
confidentiality

« PA on confidentiality in accordance with Articles 7(3)
and 16 of Regulation (EC) No 1107/2009: Practical
Arrangements on confidentiality in accordance with
Articles 7(3) and 16 of Requlation (EC) No
1107/2009

« Q&A on Practical arrangements:
https://www.efsa.europa.eu/en/corporate-
pubs/questions-and-answers-efsa-practical-
arrangements

European Food Safety Authority

Guidance/training material:

User guide for the submission of confidentiality
requests NEW March 2022!

Webpage on confidentiality assessment and content
sanitisation NEW - September 2022!

Toolkit for applicants — overview of all EFSA portals

IUCLID
EFSA: IUCLID Training for applicants
IUCLID videos on most common mistakes (part 1)

Webinar on confidentiality assessment and content
sanitisation in the context of the Transparency
Regulation — NEW September 2022!



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02002R0178-20210327
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32019R1381
https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-transparency-and-confidentiality.pdf
https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-confidentiality-Artt-7-and-16-of-regulation-1107-2009.pdf
https://www.efsa.europa.eu/en/corporate-pubs/questions-and-answers-efsa-practical-arrangements
https://www.efsa.europa.eu/sites/default/files/2022-03/user-guide-submission-confidentiality-requests.pdf
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fen%2Fapplications%2Fconfidentiality-sanitisation&data=05%7C01%7C%7Ceb398e3db7524639f10d08daa0520008%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637998571304654987%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=BMVCOKMhKvHAnOQRpkW02eE0EyFDcaa2UQHz0ELOAHY%3D&reserved=0
https://www.efsa.europa.eu/en/applications/toolkit
https://vimeo.com/543205293
https://zenodo.org/record/4778345#.YvyWhnZByUk
https://zenodo.org/record/6823339#.YvyWunZByUk
https://www.efsa.europa.eu/en/events/webinar-confidentiality-assessment-and-content-sanitisation-context-transparency-regulation
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