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THE EU NOVEL FOOD FRAMEWORK
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European Commission: can clarify aspects related to the novel food regulatory framework and 
the novel food authorisation. E.g. do I need to apply for a new novel food authorisation or the 
modification of an existing one? How can I request data protection for my novel food?

EFSA: provides sound scientific advice to Commission ad Member States to support the 
regulatory decision. Deals with the application procedure for products requiring an authorisation 
(like novel foods) and provides support to applicants.

Competent Authorities of EU Member States: can reply to questions on whether a food is novel 
or not and thus requires a pre-market authorisation under Regulation (EU) 2015/2283, the Novel 
Food Regulation. 
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APPLICATION 
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THE NOVEL FOOD APPLICATION PROCESS
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Pre-submission 
phase

•Potential applicant
notifies studies 
commissioned or 
carried out as of 
27/03/21 (mandatory)

•Potential applicant 
requests general pre 
submission advice 
(optional)

Submission phase & 
Suitability check

•Applicant submits the 
application to EC

•EC may consult EFSA for 
the suitability check and 
make the application 
available to EFSA

•EFSA performs the 
suitability check of the 
application

Risk assessment 
phase

•EC validates the application

•EFSA launches public 
consultation on the non-
confidential application 
dossier

•EFSA performs thorough 
risk assessment

•EFSA Panel adopts the 
scientific output

Post-adoption 
phase

•EFSA publishes the 
scientific output

•Based on EFSA's advice 
the EC takes the decision 
on granting authorisation 
of the novel food for 
placing it on the EU 
market

Confidentiality decision-
making and proactive 
disclosure.

9 months for risk assessment 
+ requests for additional 
information.

30 working days for 
suitability check + possible 
requests for information.

7 months to submit the 
draft implementing 
act/update the Union list.

Reference: Section 2 of the Administrative Guidance on Novel Foods



• Question 4, of Q&A on EFSA’s practical arrangements provides indications on analyses 
exempted from the notification obligations, i.e. analyses to assess the 
identity/composition, including impurities, whole genome sequencing, and analyses to 
determine physico-chemical properties.

Studies carried out or commissioned in
support of an application under the EU 
law shall be notified without delay, i.e. 
before the starting date.

• It is possible to withdrawn a study form the database, a justification is required.
EFSA has set a Notification of Studies 
Database to enable the submission of 
study notifications.

• Studies performed before 26 March 2021 can be used without notification.

• Studies performed as of 27 March 2021 and not notified; may be used but a justification 
for non-notification is needed.

• Justifications need to be submitted with the corresponding application in ESFC and will 
be evaluated during the suitability check. 

Any deviation from Article 32b of the 
GFL must be justified by the applicant.

NOTIFICATION OF STUDIES
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Key points from Article 32b of the General Food Law (GFL)

Question: Do we need to notify in advance all studies in pre-submission phase that will be included in the novel food 
application? What if some studies have been already done – can we use them?



NON-COMPLIANCE WITH NOTIFICATION OF STUDIES OBLIGATIONS
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Pre-submission 
phase*

•Potential applicant 
requests general pre 
submission advice 
(optional)

•Potential applicant
notifies studies 
commissioned or carried 
out as of 27/03/21 
(mandatory)

Submission phase & 
Suitability check

•Applicant submits the 
application to EC

•EC may consult EFSA for 
the suitability check and 
make the application 
available to EFSA

•EFSA performs the 
suitability check of the 
application

Risk assessment 
phase

•EC validates the 
application

•EFSA launches public 
consultation on the 
non-confidential 
application dossier

•EFSA performs 
thorough risk 
assessment

•EFSA Panel adopts 
the scientific output

Post-adoption 
phase

•EFSA publishes the 
scientific output

•Based on EFSA's 
advice the EC takes 
the decision on 
granting 
authorisation of the 
novel food for 
placing it on the EU 
market

Confidentiality decision-
making and proactive 
disclosure.

9 months for risk assessment 
+ requests for additional 
information.

Non-suitable application maybe 
declared 

non-valid by EC

re-submission

6-month 
penalty

7 months to submit the 
draft implementing 
act/update the Union list. 



NOTIFICATION OF STUDIES (NOS) – AN EXAMPLE
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There is no need to notify separately the single 
analyses if they are part of the same stability study.

The applicant notifies the study before its starting date
(first analysis/timepoint).

Under “Study Design” section the applicant can provide 
details on the study protocol and time points to 
monitor the stability of the novel food. 

• With compositional data on the novel food in 
mind the applicant identifies compositional 
qualifiers, constituents and parameters 
susceptible to changes during storage and 
transport.

• The applicant designs a protocol/study plan to 
follow their evolution covering the period until the 
proposed shelf-life of the novel food.

• The analyses that will be conducted under this 
protocol/study plan can be considered a single 
stability study.

Key points to consider

Question: Could you provide a definition for 'stability study' and indicate the best way to notify a stability study […]?



IT PLATFORMS
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Engage Submit Follow

This portal gives the possibility to 
engage with EFSA on a variety of 
topics. Perform pre-submission 
activities (i.e. GPSA and NOS), take 
part in public consultations, request 
information and browse frequently 
asked questions.

This portal hosts information on 
scientific assessment work, allowing 
stakeholders to follow the lifecycle of 
the risk assessment process, from 
reception to adoption, and to access 
public documents related to it.

The e-submission Food Chain 
platform (ESFC) is a web-based 
application used by applicants to 
create, submit and manage their 
applications.

More details in the EFSA Toolkit page.



OPENEFSA
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OPENEFSA
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Question: How, a co-notifier can check the dossier? is it possible?

The non-confidential version of the 
dossier is publicly available once the 
application is declared valid.



SUPPORT FOR 
APPLICANTS
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SUPPORT FOR APPLICANTS

“EFSA is committed to engage with its stakeholders and to increase understanding of its scientific risk assessment 
work.”
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• At any time before the submission of a future application potential applicants can submit 

questions on the rules and content of a future application. The reply is provided by EFSA in 

written or in a telemeeting.

• During the advice, EFSA cannot enter into the study design, endorse or support a hypothesis to be 

tested. It is not a scientific advice.

• General explanations about the design of studies can be provided only if this is addressed in a 

EFSA’s guidance document.

• SMEs can benefit from a fast-tracking service, i.e. GPSA reply preferably in a telemeeting and in 

50% of the standard time.

General pre-submission advice (GPSA)

Question: The extent of the support that can be given during the pre-application consultation, particularly the 
advice on the type of studies that need to be conducted to comply with the requirements.

SUPPORT AT THE PRE-SUBMISSION PHASE



2025 call for 

support to Novel 

Food SMEs 

NOW OPEN! 

Supporting SMEs in Novel Foods with tailored pre-
submission advice at two key stages:

 Early development - even before initiating studies

 Final preparation - when most dossier information is 
available

Advice provided through tele-meetings

Confidentiality ensured

Learn more 
and

apply by 12 
June!



TREND IN GENERAL PRE-SUBMISSION ADVICE

• The numbers includes GPSA 
requests from SME and non-SME 
potential applicants.

• Change in the trend 2024 due to the 
“1st Call for support to Novel Food 
SMEs” launched in July 2024.

• Since Jan 2025, we have received 
25 GPSA requests.

GPSA requests on novel food applications received per year

5

9
7

36

25

2021 2022 2023 2024 2025

16
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OTHER SUPPORTING SERVICES

• Organised during the suitability check or risk assessment phase, upon request of EFSA or the 
applicant.

• It can be used to clarify the rationale of questions and ensure understanding of the EFSA’s 
request(s) by the applicant.

Clarification teleconference during suitability check or risk assessment 

• To increase understanding on general requirements for submitting applications, procedural 
steps, status of applications, use of tools.

• SMEs can benefit from a fast processing of Ask a Question queries (usually within 7 working 
days).

Ask a question (at any stage)

• Hands-on session provided by EFSA to guide a SME in the use of the IT tools needed for pre-
submission activities and the submission of an application (i.e. Connect.EFSA, ESFC).

• It is recommended to SMEs facing issues when using the tools, it can be requested via the Ask a 
Question tool.

Dedicated support to SMEs on the use of IT tools



SUITABILITY CHECK



TOTAL VS NOVEL FOODS  APPLICATIONS 2021 - 2024 
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AVERAGE TIME FROM RECEPTION TO VALIDATION
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Question: The suitability check timeline seems to have lengthen since the Transparency Regulation took effect. 
How do you explain that? Are you aiming to shorten lead times?



 Personal data visible in the non-confidential versions

 Inconsistency: confidential elements treated as non-confidential in different sections / documents

 Confidential and non-confidential version are not provided in accordance with the instructions:

- Confidential: all information is visible, confidential elements boxed or earmarked

- Non-confidential: identical, confidential elements irreversibly blackened
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CONFIDENTIALITY: MISTAKES TO AVOID

Navigating Novel Food: what 

EFSA’s updated guidance means 

for safety assessments.

John Doe walks us through the 

recent updates to the guidance 

for novel food applications.

Navigating Novel Food: what 

EFSA’s updated guidance means 

for safety assessments.

John Doe walks us through the 

recent updates to the guidance 

for novel food applications.

Navigating Novel Foods: what 

EFSA’s updated guidance means 

for safety assessments.

John Doe walks us through the 

recent updates to the guidance 

for novel food applications.

Original Confidential Non-confidential

Reference: EFSA User Guide on Confidentiality available at https://www.efsa.europa.eu/sites/default/files/2022-03/user-guide-submission-
confidentiality-requests.pdf



Questions: Clarity on how to handle copyright issues with submitted published articles and Submission of 
references and formats that are accepted (zip files vs individual uploads)
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TYPE OF DOCUMENT AND INTELLECTUAL PROPERTY RIGHTS

Examples of common errors:

• Wrong categorisation of public 
documents as non-public and 
consequent missing IPR declaration.

• Cover letters, technical dossier texts, 
etc. categorised as “publicly 
available”.

• To claim proprietary “IPR owned” 
EFSA documents used as supporting 
literature in the application.

• “IPR reference” is missing or wrong.

Reference: Last version of ESFC user guide available at https://food.ec.europa.eu/horizontal-topics/general-food-
law/training-and-support_en

Zip files are accepted as long as they comply with the previous rules.

Study reports and bibliographic scientific literature should be correctly categorised following the 
indications in the ESFC help menu and EFSA guidance documents.



• Notification of Studies:

o Lack of signature and/or starting date in study reports

o Metadata wrongly completed or not consistent with the NoS Database

o Justification for delay in the notification not added and/or supporting documents not provided

o Withdrawn/not submitted studies not indicated

o Studies not linked to the current pre-application ID

• Wrong formatting:

o Documents submitted in languages different from English

o Non-word searchable documents (in particular, scanned documents)

o Documents wrongly categorised in ESFC

o Complex naming of documents and consistency around the technical dossier text

• Table of contents is not respected/upload of documents in wrong sections:

o e.g. documents on Identity of the NF are uploaded under Production Process

• Same annex is uploaded in different sections of the dossier:

o Upload it only once, in the section that is more relevant. In the remaining sections, a reference will suffice
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OTHER ADMINISTRATIVE ISSUES IN NF APPLICATIONS 



General principles

Identity of the novel food

Production process

Compositional data

Specifications

History of use of the novel food and/or its source

Proposed uses and use levels, anticipated intake

Absorption, distribution, metabolism, excretion

Toxicological information

Nutritional information

Allergenicity

Concluding remarks

SCIENTIFIC GUIDANCE ON NF – GENERAL SHORTCOMINGS
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Supporting documentation is missing in 
different sections of the application:

• Certificates of analysis / raw data

• Study reports

• Comprehensive literature reviews

• Bibliographical references

• When used in the production process:

 Food enzymes: information on the 
regulatory status or previous EFSA’s 
assessments

 Microorganisms: WGS sequence and 
FASTA files in the correct format*

*EFSA statement on the requirements for whole genome sequence analysis of microorganisms intentionally used in the food chain



• Lack of characterisation of the NF which is essential for the risk 
assessment of NF applications

• The NF or the novel part is not well identified. What is the NF 
subject of the application?

• Missing a clear distinction with regards to the non-novel 
ingredients/excipients used to formulate the final product 
intended to be marketed

• Missing information about the production process materials 
used, description of steps, description of measures 
implemented for production control and quality and safety 
assurance

• Missing information and description of the analytical methods 
used, validation reports in case of in-house methods and 
accreditation certificates for the laboratories

• Number of analysed batches / Inconsistencies in batch 
numbers

• Missing / incomplete data on stability

• Specifications not supported by compositional data

CHARACTERISATION OF THE NF - SHORTCOMINGS
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General principles

Identity of the novel food

Production process

Compositional data

Specifications



History of use of the novel food 
and/or its source

Proposed uses and use levels, 
anticipated intake

EXPOSURE - SHORTCOMINGS
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• Information on authorisations in non-EU 
countries not consistent with the 
administrative sections

• Comprehensive literature review of human 
studies missing

• Information on the proposed uses (food 
categories and maximum levels of use) not 
clear and/or inconsistent along the dossier

• Proposed uses should be listed and 
mentioned also in the “cover letter” and in the 
“administrative data”

• Food categories for the proposed uses not 
listed

• Maximum amounts of the NF in the food 
categories not indicated

• Target population not clear



TOXICOLOGICAL PROFILE - SHORTCOMINGS
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Absorption, distribution, metabolism, 
excretion (ADME)

Toxicological information

Nutritional information

Allergenicity

• Toxicological data missing, (e.g. deviating from the 
proposed Tiered approach) and no scientifically sound 
rationale is provided

• Missing supporting documentation, e.g. quality 
certifications of laboratory and accreditations, GLP 
statements for tox studies

• Information on the nutritional profile of the NF and 
comparison with similar foods already authorised



STAY CONNECTED

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

FOLLOW US ON BLUESKY
@efsa.bsky.social
@efsa-animals.bsky.social @efsa-plants.bsky.social

FOLLOW US ON INSTAGRAM
@onehealth_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 


