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FOOD ENZYMES’ APPLICATION PROCEDURE

*In case certain parts of the application need modification or completion to be considered suitable, the applicant receives a request to provide missing information 
# In certain cases, the application might be declared as non-valid (see EFSA administrative guidance for further information)
**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



RA PHASE – ADDITIONAL DATA REQUEST
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• Deadline specified in the request

• RA put on hold & RA deadline extended

• Replies must be integrated in the technical dossier text 
and/or annexes and/or metadata of the documents, 
otherwise they will not be considered during risk 
assessment (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 receipt of the additional information the RA is 
restarted

• If you have technical issues in ESFC: write to ESFC help 
desk 
(sante-e-submission-food-chain@ec.europa.eu)

During the risk assessment phase, EFSA may request the applicant to submit additional information

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

mailto:sante-e-submission-food-chain@ec.europa.eu
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/sp.efsa.2021.EN-6471


RA PHASE – REQUESTING ADR DDL EXTENSION 

• Request to be submitted via the e-submission system

• Detailed justification of the new proposed deadline should be provided

• EFSA will decide on the acceptability of the extension request

• Extension reflected in the timeline
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The ADR deadline may be extended at the request of the applicant:



RA PHASE – FOOD ENZYMES ADRS’ IN NUMBERS
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83 ADRs sent for 68 EFSAQs

12 ADR deadline extensions requested 
(average ~ 4.5 months)

Additional Data Request (ADR)

Data represent the situation as of 09/10/2024
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RA PHASE – CLARIFICATION TELECONFERENCE

• What: After receiving a request for additional information or clarifications by EFSA and
before submitting the response, the applicant can ask EFSA to organise a teleconference to
clarify the questions raised by EFSA

• How to request the service: e-mail to the Head of the relevant scientific unit

• Scope: The clarification teleconference is organised in case a request for
additional/supplementary information by EFSA is not clear to the applicant. This
teleconference can be requested to:

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

o ii) ensure understanding of the questions and of the request for additional information to
be answered by the applicant.

• Clarification teleconferences do not provide pre-assessment on upcoming responses to be
submitted by the applicant.
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More information on clarification teleconference 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

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/sp.efsa.2021.EN-6472
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/sp.efsa.2021.EN-6472


RA PHASE – SPONTANEOUS SUBMISSION OF DATA

The spontaneous submission of information by an applicant on its own initiative and without a 
formal request for information by EFSA is possible but limited to: 

o newly produced data; and/or 

o information which was not available to the applicant at the time of the submission of the application. 

• Spontaneous information should be submitted as early as possible during the risk assessment 
process, and the applicant should explain how it may influence the risk assessment.

• The spontaneous information should be provided through the e-submission system exclusively 
following preliminary contact with RAL (RAL@EFSA.europa.eu).
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mailto:RAL@EFSA.europa.eu


POST-ADOPTION PHASE – NOTIFICATION UPON ADOPTION
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EFSA Opinion adopted:

oWhat: a notification informing about the adoption of the opinion

oWhen: after adoption



POST-ADOPTION PHASE – PUBLICATION PRE-NOTIFICATION
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EFSA Opinion pre-publication

oWhat: a notification informing about the imminent publication, the opinion is shared under embargo

oWhen: at least 36 hours before publication

oWhat: the applicant can inform EFSA on confidentiality matters (although no new confidentiality 
requests can be submitted at this stage), manifest typographical errors or other objective 
inaccuracies

oDeadline for commenting: 24 hours before publication, no extension of deadline

oAttachments are not accepted



POST-ADOPTION PHASE – NOTIFICATION UPON PUBLICATION
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EFSA Opinion published

oWhat: a notification informing about the publication of the opinion on the EFSA Journal

https://efsa.onlinelibrary.wiley.com/journal/18314732


POST-ADOPTION PHASE – POST-ADOPTION TELECONFERENCE

• What: A post-adoption teleconference is organised between the applicant and EFSA staff, 
following the publication of an EFSA scientific output on a regulated product. 

• How to request the service: e-mail to the Head of the relevant scientific unit 

• Scope: establishing a dialogue between applicants and EFSA to: 

o i) explain the scientific rationale of the final output from the Panel and/or EFSA; 

o ii) clarify the recommendations of the scientific output (if applicable); 

o iii) clarify the sources of evidence and the factors that influenced the outcome. 

• Post-adoption teleconferences are not meant to provide any scientific advice to applicants 
for future submission. 
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More 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

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/sp.efsa.2021.EN-6472
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/sp.efsa.2021.EN-6472


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)

oClock-stop

oADR deadline extension

oRisk Assessment (RA) deadline extension

oAdoption 

oPublication Pre-notification 

oOutput publication
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More information on ESFC can be found in the EFSA Toolkit

https://www.efsa.europa.eu/en/applications/toolkit#e-submission-food-chain-platform--esfc


TRACKING A VALID DOSSIER - OPEN.EFSA

The progress of the dossier can be also followed via OpenEFSA Portal:
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Transparent communication

More information on Open EFSA can be found in the EFSA Toolkit

https://open.efsa.europa.eu/questions
https://www.efsa.europa.eu/en/applications/toolkit#openefsa-portal


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/



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/applications/askaquestion

FOLLOW US ON LINKEDIN
Linkedin.com/company/efsa

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

16



THANK YOU FOR 
YOUR ATTENTION 
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