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Tracking a valid dossier 
in OpenEFSA
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Tracking a valid dossier 
in ESFC 
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Post-adoption phase
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Q&A
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Risk assessment phase



APPLICATION PROCEDURE FOR GM FOOD AND FEED

**In case of a request for additional information, the scientific risk assessment 
process is put on hold until the requested additional information is supplied by 
the applicant
https://www.efsa.europa.eu/sites/default/files/applications/apdeskapplworkflowgmo.pdf



RA PHASE – ADDITIONAL DATA REQUEST (ADR)
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• Named RFI in the ESFC tool

• Deadline displayed in the request

• RA put on hold and RA deadline extended

• To be considered during RA, replies must be integrated in the 
technical dossier text and/or annexes and/or metadata of the 
documents (no need to highlight the changes)

• Do not reply using the comment/reply box of ESFC

• New submitted studies are subject to NOS obligations

• After evaluation of the received information, if this is complete, 
the RA is restarted as of the date of receipt

In case of technical issues in the ESFC tool
contact the ESFC help desk:

sante-e-submission-food-chain@ec.europa.eu

More information on ADR can be found in section 2.11 of the Administrative guidance for the processing of applications for regulated products



RA PHASE – REQUESTING ADR DEADLINE EXTENSION 

• Submit your deadline request via ESFC, not via 
e-mail

• Provide a detailed justification to 
the new deadline 

• EFSA will assess if the extension is acceptable 
and, if so, approve it

• Extension request is displayed in the timeline
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RA PHASE - PARALLEL ADR
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ESFC does not allow to submit a new ADR (parallel ADR) if the previous one (first ADR) is not 
completed

1. EFSA sends the parallel ADR via e-mail, with clear explanation of the process

2. APPLICANT responds to the first ADR via ESFC

3. Clock remains stopped and EFSA re-send the parallel ADR via ESFC

4. APPLICANT responds to the parallel ADR via ESFC



RA PHASE – CLARIFICATION TELECONFERENCE

A clarification teleconference can be requested – via e-mail to the Head of the NIF unit - to:

clarify scientific rationale of individual questions raised and of additional information
requested during the risk assessment;

ensure understanding of the questions and of the request for additional information to be
answered by the applicant.
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More information on clarification teleconferences can be found in section 2.3.1 of the
EFSA's Catalogue of support initiatives during the life‐cycle of applications for regulated products

Clarification teleconferences are not meant to provide 
pre-assessment of upcoming applicant responses 



RA PHASE – SPONTANEOUS SUBMISSION OF INFORMATION

Spontaneous information (not requested by EFSA)  can be submitted to provide: 

newly produced data; and/or 

information which was not available at the time of the submission of the application. 

• Submission shall occur as early as possible during RA, accompanied by an explanation 
about how it may influence the risk assessment

To submit spontaneous information and have the relevant sections open in ESFC

contact 

RAL@efsa.europa.eu
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POST-ADOPTION PHASE – NOTIFICATION UPON ADOPTION
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EFSA Scientific Opinion adopted  ESFC notification



POST-ADOPTION PHASE – PRE-PUBLICATION NOTIFICATION
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 ESFC Notification informing about the imminent publication (scientific opinion shared under embargo)

 At least 36 hours before publication

 The pre-notification message serves as a communication tool to inform the applicant of the outcome of 
the risk assessment



POST-ADOPTION PHASE – NOTIFICATION UPON PUBLICATION

11

Scientific Opinion published  ESFC notification informing about the publication in the EFSA Journal



POST-ADOPTION PHASE – POST-ADOPTION TELECONFERENCE

A post-adoption teleconference can be requested – via e-mail to the NIF Head of Unit – to:

 explain the scientific rationale of the final output from the Panel and/or EFSA; 

 clarify the recommendations of the scientific output (if applicable); 

 clarify the sources of evidence and the factors that influenced the outcome. 

12More information on post-adoption teleconference can be found in section 2.4.3 of the 
EFSA's Catalogue of support initiatives during the life‐cycle of applications for regulated products

Post-adoption teleconferences are not meant to provide 
any scientific advice for future submissions 



TRACKING A VALID DOSSIER - ESFC

• E-submission Food Chain platform (ESFC) one-stop-
shop to follow the progress of the dossier

• The dashboard timeline will update as the dossier 
proceeds through each stage of the risk assessment:

oAdditional data request (ADR) / Clock-stop

oADR deadline extension

oRisk Assessment (RA) deadline extension

oAdoption 

oPublication Pre-notification 

oOutput publication

13More information on ESFC can be found in the EFSA Toolkit



TRACKING A VALID DOSSIER - OPEN.EFSA
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More information on Open EFSA can be found in the EFSA Toolkit



USEFUL TO 
KNOW!

https://www.efsa.europa.eu/en/applications/about/services

https://connect.efsa.europa.eu/RM/s/help

https://www.linkedin.com/groups/9083910/



THANK YOU FOR 
YOUR ATTENTION 


