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➢ Description of each initiative 

✓ nature and the scope of the service

✓ the phase in the life-cycle of the application 

✓ the format

✓ the unit in charge

✓ the date from which the service is in place

✓ the participants involved

✓ the type of outcome expected

✓ who can request the service

✓ when and how to access the service

➢ Tailored services for small and medium-sized enterprises

➢ New possibilities of interaction with EFSA introduced by the Transparency Regulation

List of harmonised support initiatives targeted to applicants that are currently 
implemented in EFSA during the entire life-cycle of applications
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EFSA Guidance documents

EFSA Info session on applications

Scientific workshop/conferences

Ask EFSA a Question & follow-up phone calls

Clarification 
teleconference during 
completeness/
suitability check

Clarification teleconference 
during scientific assessment

Applicants’ 
hearing

Notification email on 
adopted output

Pre-publication notification 
of adopted scientific output

Post-adoption 
teleconference

Roundtable with industry associations

Ad-hoc meeting with an industry association

EFSA webinar

Renewal pre-
submission advice

General pre-
submission advice

Dedicated support to SMEs

1
Pre-submission phase

2
Submission and completeness/

suitability check phase

3
Risk assessment phase

4
Post-adoption phase
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General pre-submission advice (GPSA)
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EFSA
staff

Upon request of a potential applicant

Filling in the dedicated ‘GPSA form’ in Connect.EFSA, after 
having created a pre-application ID

Indication on the rules applicable to, and the content 
required for, the application

Potential applicant, EFSA staff

Anytime, preferably at least six months before submission

POTENTIAL 
APPLICANT

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


General Pre-submission Advice

Exhaustive list of questions: 
- With a level of information which enables EFSA to understand the 

concerns/doubts of the potential applicants and to advise them as constructively 
as possible 

- questions should be formulated in a concise and clear manner, be numbered, 
and make precise reference to the rules or guidance document which they 
concern

Out of scope:
- design of studies, unless addressed in EFSA guidance documents
- how to develop and manage a study, hypothesis to be tested, etc.
- the assessment of the qualification of the specific regulated product under a 

given regulated product area
- any aspects going beyond the information available in the legislation, rules, 

guidance documents or guidelines applicable to applications

21

18

5

44

Provided

Rejected

Ongoing

TotalGPSA
29/03/2022



Material available on GPSA
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▪ User Guide: Pre-application ID 

▪ Webinar: Introduction on notification of studies and pre-submission advice

▪ Webinar: Notification of studies and Pre-submission Advice

https://www.efsa.europa.eu/sites/default/files/2021-07/user-guide-pre-application-id.pdf
https://www.efsa.europa.eu/en/events/event/webinar-introduction-notification-studies-and-pre-submission-advice
https://www.efsa.europa.eu/en/events/webinar-notification-studies-and-pre-submission-advice
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https://connect.efsa.europa.eu/RM/s/askefsa

https://connect.efsa.europa.eu/RM/s/askefsa
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EFSA Stakeholders. 
For regulated products select as area: Question about 
scientific application process

Filling in the dedicated webform in Connect.EFSA

Administrative and scientific issues, the EU regulatory 
framework governing specific scientific areas, guidance 
documents requirements, procedural steps, status of 
specific applications, IT tools to be used in the pre-
submission phase or for the preparation and submission of 
applications

Anytime.
Responses to web form requests are provided within 15 
working days

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


Ask EFSA a Question vs GPSA
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GPSA

Questions from a potential applicant 
arising on a single application during 

the pre-submission phase
Ask a Question

General questions on EFSA guidance, not 
related to the preparation of a specific 

application

Requester

Requests from potential applicants falling within the scope of the GPSA will not be 
replied via Ask a Question, they will need to be re-submitted using the GPSA form

Check FAQ!

https://connect.efsa.europa.eu/RM/s/article/Which-type-of-questions-should-be-submitted-through-the-general-pre-submission-advice-form-GPSA
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Clarification teleconferences
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During completeness/ 
suitability check

During risk assessment

on request by the applicant 
and/or by EFSA

on request by the applicant 
and/or by EFSA

Contact FDP at: 
fdp@efsa.europa.eu

Contact the responsible contact 
person in the scientific unit

i) clarify administrative and 
scientific rationale of 
individual questions;

ii) ensure understanding of 
the questions to be 
answered 

iii) clarify outstanding issues

i) clarify the scientific rationale 
of individual questions raised 
during the risk assessment

ii) ensure understanding of the 
question to be answered by 
the applicant

Upon receipt of an EFSA 
request for information or at 
any time during the 
completeness/suitability check 
phase

Upon receipt of an EFSA request 
for information during the risk 
assessment 

Post-adoption

on request by the applicant 

Contact relevant EFSA Head of Unit

i) explain the scientific rationale 
of the final output 

ii) clarify the recommendations 
(if applicable)

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

Following the publication of an 
EFSA scientific output on a 
regulated product

mailto:fdp@efsa.europa.eu


Services provided in 2021
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1%

4%

9%

25%

5%

0%

2%14%

40%

Services by category – All areas 

Ad-hoc meeting with industry
representatives

Applicant's hearing

Clarification teleconference during
compleness/ suitability check

Clarification teleconference during
risk assessment

Post-adoption teleconference

Roundtable with industry
associations

Webinar

GPSA

RPSA

Ask a question
(on scientific application process)

1480 requests

Total services

236



Webinar series to support applicants

Application procedure for food enzymes, food flavourings and food 
additives

Link

Application procedure for feed additives and intended renewal 
applications

Link

Application procedure for novel food Link

Application procedure for active substances in pesticides and 
maximum residue levels (MRLs)

Link

Application procedure for food contact materials Link

Application procedure for smoke flavouring primary products Link

Application procedure for Health Claims Link

Application procedure for GMO Link
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Join our new LinkedIn group:

“EFSA support to applicants”

A space where you will find:

• Information and support materials

• Updates on the developments and progress of IT tools and platforms

• Alerts on new training material and upcoming events

• Clarifications to the most frequently asked questions received by

applicants

• A space for interaction with your peers.

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

What’s new?

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


Stay connected

Subscribe to

efsa.europa.eu/en/news/newsletters

efsa.europa.eu/en/rss

Receive job alerts

careers.efsa.europa.eu – job alerts

Follow us on Twitter

@efsa_eu

@plants_efsa

@methods_efsa

@animals_efsa

Follow us Linked in

Linkedin.com/company/efsa

Contact us

efsa.europa.eu/en/contact/askefsa
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https://eur03.safelinks.protection.outlook.com/?url=http://www.efsa.europa.eu/en/contact/askefsa&data=02|01||dda0d77411614bc0ac3e08d7b14ffa95|406a174be31548bdaa0acdaddc44250b|1|0|637172829365517385&sdata=gSJxXSxDT0PSAHmVPFTwhUFw/Aoziza8DQg167yWO1M%3D&reserved=0

