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OUTLINE 



▪ The PPP Regulation establishes the RMS/EMS role in the declaration 
of the admissibility of PPP application dossiers. 

▪ The Transparency Regulation has introduced the need for RMS/EMS 
to check the compliance with the obligation with the study notification 
within the admissibility step.

▪ EFSA is providing an extraction from the NoS database. However, 
EFSA will no longer provide comments on the NoS extractions. The 
NoS check is under the remit of the RMS/EMS, as defined in the TR.

▪ Once the RMS/EMS declares the admissibility of a dossier, EFSA will 
only check the presence of the set of documents indicated in the 
Administrative Guidance and proceed with the acknowledgment of the 
admissibility.  

ADMISSIBILITY DECLARATION – NOS INFORMATION



▪ When a NAS* (or renewal) and MRL applications are submitted at the same 
time (the applicant should indicate the link between the two submissions in the 
dossier header) 

▪ -> we recommend the MS to declare the admissibility of the two application 
dossiers at the same time: this ensures the confidentiality assessment will run 
simultaneously and EFSA will launch the public consultation on the two 
application dossiers simultaneously.

▪ When a renewal and MRL applications are NOT submitted at the same time 
(e.g. one of the two dossiers is received months later)

▪ -> the two applications can be processed independently. 

▪ -> for efficiency reasons, the RMS might want to perform a combined 
evaluation (MRL application as part of the peer-review) and address the MRL 
evaluation with the DAR/RAR.

* NAS and MRL are always declared admissible at the same time

ADMISSIBILITY DECLARATION - COMBINED NAS/AIR AND MRL 
APPLICATIONS



▪ In the case of Joint Submission/Task Forces for the same active 
substance approval (NAS) or renewal (AIR) -> we recommend the RMS 
to send the declaration of admissibility simultaneously for the lead 
dossier and all members of the joint submission/task forces 
(providing all UUIDs).

▪ In the case of individual submissions for the same active substance 
approval (NAS) or renewal (AIR) (no agreement on the JS/TF reached 
among the applicants)  -> we recommend the RMS to send the 
declaration of admissibility simultaneously for the individual 
submissions. 

-> this ensures the confidentiality assessment will run simultaneously 
and EFSA will launch the public consultation simultaneously.

ADMISSIBILITY DECLARATION - JOINT SUBMISSION/INDIVIDUAL 
SUBMISSIONS FOR THE SAME ACTIVE SUBSTANCE



▪ The latest version of the Admissibility Checklist is available in the IUCLID 
PSN – All participants - folder “Resources”: FINAL_Admissibility checklist for 
pesticide applications.docx

▪ The admissibility checklist will be included as Appendix to the EFSA 
Administrative Guidance. The EFSA Administrative Guidance on  submission 
of dossiers and assessment reports for the peer‐review of pesticide active 
substances and on the maximum residue level (MRL) application procedure 
is currently under revision.

▪ We would like to highlight that EFSA is organising pre-admissibility 
teleconference with Member States to discuss any topic related to the 
admissibility check (dossier completeness, NoS information, light 
confidentiality check) and offer support. Please contact us via the FDP FMB 
(FDP@efsa.europa.eu) should you wish to receive such support.

ADMISSIBILITY CHECKLIST

https://efsa815.sharepoint.com/:w:/r/sites/PSNIUCLIDsubgroup/Shared%20Documents/02_IUCLID%20PSN%20All%20participants/Resources/FINAL_Admissibility%20checklist%20for%20pesticide%20applications.docx?d=w057eba38fcaa41b6b12a745decfa81fb&csf=1&web=1&e=yYcYDk


▪ Check that information in DAR/RAR/ER are compliant with the 
information in the IUCLID dossier.

▪ Work is ongoing on the development of the use of the annotation tool 
that should support in the future the generation of ER and AR.

▪ Dossier updates received during the admissibility trigger a new NoS 
check.

▪ Dossier updates received during the scientific risk assessment by the 
RMS/EMS do not trigger a new NoS check  -->  No NoS 
assessment foreseen by the RMS/EMS at this stage.

→New document Process and responsibilities for study notification of 
pesticide dossiers

KEY MESSAGES

https://www.efsa.europa.eu/sites/default/files/2023-01/process-and-responsibilities-for-study-notification-of-pesticide-dossiers.pdf


Video's on how to use the compare tool

• Comparison of Dossiers: SPC Comparison tool demonstration - YouTube

• Comparison of Documents: https://www.youtube.com/watch?v=cUy6ahta3dE

COMPARISON TOOL

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fwatch%3Fv%3DV7YeMGBoMic&data=05%7C01%7C%7Cf9ec62e713f4443ba8cd08db26c030a6%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C638146379106461581%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=Ke4U8vvGPSdeeLKvj6SE%2BYjZfN2BzS%2FnF2nHVLa4r5c%3D&reserved=0
https://www.youtube.com/watch?v=cUy6ahta3dE


▪ Supporting info for MSs organisations to access EFSA Agency is available in the 
IUCLID PSN – All participants: Supporting info for MSs organisations to access EFSA 
Agency_v1.pdf

TROUBLESHOOTING

https://efsa815.sharepoint.com/:b:/r/sites/PSNIUCLIDsubgroup-01_IUCLIDPSNMemberStates/Shared%20Documents/01_IUCLID%20PSN%20Member%20States/Supporting%20info%20for%20MSs%20organisations%20to%20access%20EFSA%20Agency_v1.pdf?csf=1&web=1&e=Yfooht


▪ EFSA has started a round of bilateral meetings with Member States to 
discuss relevant issues and challenges encountered during the 
evaluation of post-transparency applications.

▪ The topics discussed include problems with IUCLID access, 
admissibility check issues, technical IT problems, use of the report 
generator, specific topics on NAS/renewal/MRL application dossiers.

▪ We have had so far three meetings respectively with AT, DK and NL.

▪ We aim at reaching other MSs during the coming months

▪ Please express your interest in participating to these bilateral 
meetings. In any case please be reminded that you can contact us for 
any issues/questions related to the admissibility.

BILATERAL MEETINGS WITH MEMBER STATES



• RICHARDSON Jane: How can I find something quickly if I have a UUID

• RICHARDSON Jane: Sometimes values are not visible in IUCLID

• RICHARDSON Jane: April 2023 IUCLID format release

• DELFINO Alessandro: Process and responsibilities for study notification of pesticide 
…

• SCARLATO Alessia Pia: New approach on Personal Data from 01 January 2023

KEY POSTS IN THE PSN CHANNEL

https://teams.microsoft.com/l/message/19:463111b97534426494644d79e066043e@thread.tacv2/1676293782628?tenantId=406a174b-e315-48bd-aa0a-cdaddc44250b&groupId=b2e4d4fe-827e-4ae5-87a6-12292e64c956&parentMessageId=1676293782628&teamName=PSN%20IUCLID%20subgroup&channelName=02_IUCLID%20PSN%20All%20participants&createdTime=1676293782628&allowXTenantAccess=false
https://teams.microsoft.com/l/message/19:463111b97534426494644d79e066043e@thread.tacv2/1675335420594?tenantId=406a174b-e315-48bd-aa0a-cdaddc44250b&groupId=b2e4d4fe-827e-4ae5-87a6-12292e64c956&parentMessageId=1675335420594&teamName=PSN%20IUCLID%20subgroup&channelName=02_IUCLID%20PSN%20All%20participants&createdTime=1675335420594&allowXTenantAccess=false
https://teams.microsoft.com/l/message/19:463111b97534426494644d79e066043e@thread.tacv2/1674462086138?tenantId=406a174b-e315-48bd-aa0a-cdaddc44250b&groupId=b2e4d4fe-827e-4ae5-87a6-12292e64c956&parentMessageId=1674462086138&teamName=PSN%20IUCLID%20subgroup&channelName=02_IUCLID%20PSN%20All%20participants&createdTime=1674462086138&allowXTenantAccess=false
https://teams.microsoft.com/l/message/19:463111b97534426494644d79e066043e@thread.tacv2/1673947661488?tenantId=406a174b-e315-48bd-aa0a-cdaddc44250b&groupId=b2e4d4fe-827e-4ae5-87a6-12292e64c956&parentMessageId=1673947661488&teamName=PSN%20IUCLID%20subgroup&channelName=02_IUCLID%20PSN%20All%20participants&createdTime=1673947661488&allowXTenantAccess=false
https://teams.microsoft.com/l/message/19:463111b97534426494644d79e066043e@thread.tacv2/1671697925174?tenantId=406a174b-e315-48bd-aa0a-cdaddc44250b&groupId=b2e4d4fe-827e-4ae5-87a6-12292e64c956&parentMessageId=1671697925174&teamName=PSN%20IUCLID%20subgroup&channelName=02_IUCLID%20PSN%20All%20participants&createdTime=1671697925174&allowXTenantAccess=false


STAY CONNECTED

SUBSCRIBE TO
efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu – job alerts

FOLLOW US ON TWITTER
@efsa_eu @methods_efsa
@plants_efsa @animals_efsa

FOLLOW US ON INSTAGRAM
@one_healthenv_eu

CONTACT US
efsa.europa.eu/en/contact/askefsa

FOLLOW US ON LINKEDIN
Linkedin.com/company/efsa

LISTEN TO OUR PODCAST
Science on the Menu –Spotify, Apple Podcast and YouTube 


