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Abstract
This docum ent  provides guidance to applicants submit t ing applicat ions on novel foods in 
the European Union, which are to be evaluated by EFSA. I t  describes the adm inist rat ive 
requirements for the preparat ion and online subm ission of the dossier to support  an 
applicat ion pursuant  to Art icle 10 of Regulat ion (EU)  2015/ 2283 for a new authorisat ion or 
for the m odificat ion of an exist ing authorisat ion of a novel food for applicat ions submit ted 
to the European Com mission as of 1 February 2025. The Transparency Regulat ion amended 
the General Food Law by int roducing provisions in the pre-subm ission phase and in the 
applicat ion procedure:  general pre-subm ission advice, not ificat ion of informat ion related 
to studies commissioned or carr ied out  to support  an applicat ion, public disclosure of non-
confident ial version of all informat ion submit ted in support  of the applicat ion and related 
confident iality decision-making process, public consultat ion on submit ted applicat ions. 
These requirem ents, as implemented by the Pract ical Arrangements laid down by EFSA, 
are reflected in this guidance. The guidance describes the procedure and the associated 
t imelines for handling applicat ions on novel foods, the different  possibilit ies to interact  with 
EFSA and the support  init iat ives available from the preparat ion of the applicat ion (pre-

into account  the updated Guidance on the scient ific requirements for an applicat ion for 
authorisat ion of a novel food in the context  of Regulat ion (EU)  2015/ 2283, which provides 
advice on the scient if ic informat ion needed to be submit ted by the applicant  towards 
demonst rat ing the safety of the novel food.
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Sum m ary
This docum ent  provides guidance to applicants preparing applicat ions for a new 
authorisat ion or for the modificat ion of an exist ing authorisat ion of novel foods in the 
European Union within the scope of Art icle 10 of Regulat ion (EU)  2015/ 22831 and 
Commission I mplement ing Regulat ion (EU)  2017/ 24692.

I t  takes into account the provisions int roduced in Regulat ion (EC)  No 178/ 2002 ( i.e. the 
General Food Law) and in Regulat ion (EU)  2015/ 2283 by Regulat ion (EU) 2019/ 1381 ( i.e.
the Transparency Regulat ion) .

The present  guidance document  consists of three chapters and three appendices:  

- Chapter 1. Background and Terms of Reference provides the context for the 
publicat ion of this guidance document ;

- Chapter 2. Guidance describes the procedure, the associated t imelines and the 
documentat ion to be provided for an applicat ion submit ted for the authorisat ion of 
a novel food or for the modificat ion of an exist ing authorisat ion;

- Chapter 3. I nteract ion with EFSA staff provides informat ion on the different  
possibilit ies to interact  with EFSA staff during the life-cycle of the applicat ion, from 
the preparat ion of the applicat ion (pre-submission phase)  to the adopt ion and 
publicat ion of EFSA scient ific opinion;

- Appendices A and B provide forms to be used by applicants for present ing part  of 
the informat ion required for the applicat ion:

Appendix A corresponds to the suitabilit y checklist .  I t  supports applicants in the 
preparat ion of the dossier and helps them verify that  all informat ion required 
for the applicat ion is included in the dossier, or its om ission is just if ied;

Appendix B provides a template to be filled in when the novel food subject to 
the applicat ion is also suggested as a new nut rient  source;

Appendix C is to be submit ted when results of 90-day study are showing ( i)  a 
stat ist ically significant  difference and/ or ( ii)  a t rend in dose-dependent  effect .

This guidance applies to all applicat ions submit ted to the European Commission as of 1 
February 2025 and should be used for the preparat ion of applicat ions intended to be 
subm it ted from that  date onwards.

Applicants who begin to prepare an applicat ion after its publicat ion, or those who have 
applicat ions in draft  in the e-submission system (ESFC)  are invited to consider already this 
guidance, and to submit  the applicat ion in ESFC using the most  updated st ructure of the 

1 Regulat ion (EU)  2015/ 2283 of the European Parliam ent  and of the Council of 25 November 2015 on novel foods, 
am ending Regulat ion (EU)  No 1169/ 2011 of the European Parliam ent  and of the Council and repealing 
Regulat ion (EC)  No 258/ 97 of the European Par liam ent  and of the Council and Com m ission Regulat ion (EC)  No 
1852/ 2001. OJ L 327, 11.12.2015, p. 1 22.

2 Comm ission I m plem ent ing Regulat ion (EU)  2017/ 2469 of 20 December 2017 lay ing down adm inist rat ive and 
scient if ic requirements for applicat ions referred to in Ar t icle 10 of Regulat ion (EU)  2015/ 2283 of the European 
Parliam ent  and of the Council on novel foods. OJ L 351, 30.12.2017, p. 64 71.
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dossier. As of 1 February 2025, EFSA will ask applicants during the suitabilit y check to 
update their applicat ion dossier using this Administ rat ive guidance and uidance 
on the scient ific requirem ents for an applicat ion for authorisat ion of a novel food in the 
context  of Regulat ion (EU)  2015/ 2283 (EFSA NDA Panel, 2024) , in case of non-compliance 
with these guidance docum ents. 

The guidance will be further updated, if needed, in accordance with relevant  changes of 
the sectoral legislat ion and/ or guidance documents.
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1 Background and Term s of Reference as provided by 
EFSA

Since 2014, EFSA implemented dedicated services and init iat ives to support  applicants and 
other stakeholders during the whole life-cycle of applicat ions for regulated products.

I n this context ,  EFSA prepared this Administ rat ive guidance on applicat ions pursuant  to 
Art icle 10 of Regulat ion (EU)  2015/ 2283 on novel foods, in order to provide applicants with 
updated and detailed informat ion as regards the procedure for the preparat ion and the 
online submission of an applicat ion, the format  of the dossier and the handling of the 
applicat ion by EFSA. I t  aim s at  improving the understanding of the requirements for 
applicat ions and the services in place in EFSA during the life-cycle of the applicat ions, from 
preparat ion of the applicat ion (pre-submission phase) to adopt ion and publicat ion of EFSA
scient ific opinion.

The scope of this Administ rat ive guidance relates to Regulat ion (EU)  2015/ 22833 regarding 
applicat ions on novel foods4 read joint ly with Commission I mplem ent ing Regulat ion (EU)  
2017/ 24695, for inclusion in the Union list  of novel foods established by Commission 
I mplement ing Regulat ion (EU) No 2017/ 24706. I t is to be read in conjunct ion with the 
above-ment ioned Regulat ions, as well as with Regulat ion (EC) No 178/ 20027 ( i.e. the 

as amended by Regulat ion (EU)  
2019/ 13818 , and with
Arrangements9 implement ing the Transparency Regulat ion. I n case of discrepancy between 
the content  of this document  and applicable legal acts, or Arrangements,
the legal acts and Arrangements prevail.

3 Regulat ion (EU)  2015/ 2283 of the European Parliam ent  and of the Council of 25 November 2015 on novel foods, 
am ending Regulat ion (EU)  No 1169/ 2011 of the European Par liament  and of the Council and repealing 
Regulat ion (EC)  No 258/ 97 of the European Parliam ent  and of the Council and Com m ission Regulat ion (EC)  No 
1852/ 2001. OJ L 327, 11.12.2015, p.  1 22.

4 Applicat ions under Ar t icle 16 on t radit ional foods are out  of t he scope of t his guidance docum ent .
5 Comm ission I m plem ent ing Regulat ion (EU)  2017/ 2469 of 20 December 2017 lay ing down adm inist rat ive and 

scient if ic requirements for applicat ions referred to in Ar t icle 10 of Regulat ion (EU)  2015/ 2283 of the European 
Parliam ent  and of the Council on novel foods. OJ L 351, 30.12.2017, p. 64 71.

6 Comm ission I m plem ent ing Regulat ion (EU)  2017/ 2470 of 20 Decem ber 2017 establishing the Union list  of novel 
foods in accordance with Regulat ion (EU)  2015/ 2283 of the European Par liam ent  and of the Council on novel 
foods OJ L 351, 30.12.2017, p.  72 201.

7 Regulat ion (EC)  No 178/ 2002 of the European Par liament  and of the Council of 28 January 2002 lay ing down 
the general pr inciples and requirements of food law, establishing the European Food Safet y Author ity and laying 
down procedures in m at ters of food safet y, as am ended by Regulat ion (EU)  2019/ 1381 of the European 
Parliam ent  and of the Council of 20 June 2019 on the t ransparency and sustainabilit y of the EU r isk assessm ent  
in the food chain and amending Regulat ions (EC)  No 178/ 2002, (EC)  No 1829/ 2003, (EC)  No 1831/ 2003, (EC)  
No 2065/ 2003, (EC)  No 1935/ 2004, (EC)  No 1331/ 2008, (EC)  No 1107/ 2009, (EU) 2015/ 2283 and Direct ive 
2001/ 18/ EC, PE/ 41/ 2019/ REV/ 1. OJ L 231, 6.9.2019, p. 1 28.

8 Regulat ion (EU)  2019/ 1381 of the European Par liament  and of the Council of 20 June 2019 on the t ransparency 
and sustainabilit y of the EU r isk assessm ent  in the food chain and amending Regulat ions (EC)  No 178/ 2002, 
(EC)  No 1829/ 2003, (EC)  No 1831/ 2003, (EC)  No 2065/ 2003, (EC)  No 1935/ 2004, (EC)  No 1331/ 2008, (EC)  
No 1107/ 2009, (EU)  2015/ 2283 and Direct ive 2001/ 18/ EC, PE/ 41/ 2019/ REV/ 1.  OJ L 231, 6.9.2019, p.  1 28.

9 Arrangem ents are available online at : ht t ps: / / www.efsa.europa.eu/ en/ corporate/ pub/ t r -
pract ical-arrangem ents
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This Administ rat ive guidance applies to all applicat ions submit ted to European Com mission 
(EC)  as of 1 February 2025 and should be used for the preparat ion of applicat ions intended 
to be submit ted from that  date onwards. 

For the purpose of this guidance docum ent and in accordance with the definit ion laid down 
in Art icle 3(2) (d)  of Regulat ion (EU)  2015/ 2283, an applicant means any legal or natural 
person (e.g. individuals, business operators, industry associat ions, consultancy 
companies) , no mat ter whether situated within or outside the European Union (EU) , which
has submit ted an applicat ion in accordance with Art icle 10 of Regulat ion (EU) 2015/ 2283.

EFSA will update this document , if needed, in line with relevant  changes of the legislat ion 
and/ or guidance documents and according to the experience gained in the handling and 
assessment  of applicat ions on novel foods. Therefore, applicants are advised to always 
consult  the latest  published version of this document  available on EFSA website.10

10 ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ novel- food- t radit ional- food/ regulat ionsandguidance
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2 Guidance 

This Administ rat ive guidance applies to all applicat ions submit ted to European Com mission 
(EC)  as of 1 February 2025. 

Applicants who begin to prepare an applicat ion after its publicat ion, or those who have 
applicat ions in draft  in the e-submission system (ESFC)  are invited to consider already this 
guidance, and to submit  the applicat ion in ESFC using the most  updated st ructure of the 
dossier. As of 1 February 2025, EFSA will ask applicants during the suitabilit y check to 
update their applicat ion dossier using this Administ rat ive guidance and uidance 
on the scient ific requirem ents for an applicat ion for authorisat ion of a novel food in the 
context  of Regulat ion (EU)  2015/ 2283 (EFSA NDA Panel,  2024) , in case of non-compliance 
with these guidance documents. 

For all applicat ions submit ted between 27 March 2021 and 31 January 2025, the 
Administ rat ive guidance for the preparat ion of applicat ions on novel foods pursuant  to 
Art icle 10 of Regulat ion (EU)  2015/ 2283 (EFSA, 2021a)  applies. For all applicat ions 
subm it ted before 27 March 2021, applicants can refer to the Administ rat ive guidance on 
the submission of applicat ions for authorisat ion of a novel food pursuant  to Art icle 10 of 
Regulat ion (EU)  2015/ 2283 (EFSA, 2018) .

Novel foods are subject  to a regulatory authorisat ion before enter ing the market of the 
European Union (EU) . Pr ior to their authorisat ion, EFSA is tasked to perform a 
comprehensive science-based r isk assessment  of the novel food in the context  of its 
intended uses. 

I n this framework, the applicant  can submit :

Applicat ions for novel foods,  according to Art icle 10 of Regulat ion (EU)  No 
2015/ 2283;
Applicat ions for  the m odificat ion of the exist ing authorisat ion of novel 
foods.

The life-cycle of an applicat ion encompasses various steps and act iv it ies (see Figure 1) :

Pre- subm ission phase : this covers the preparat ion of the applicat ion and all pre-
subm ission act iv it ies;
Subm ission phase and suitability check : through the e-subm ission system, the 
applicant  submits the applicat ion to the European Commission (EC) . EFSA checks 
that  the applicat ion is complete and suitable for r isk assessment ;
Risk assessm ent  phase : following the validat ion of the applicat ion, EFSA launches 
a public consultat ion on the informat ion contained in the applicat ion (non-
confident ial version of the applicat ion dossier)  and performs the r isk assessment 
leading to the EFSA Panel on Nut rit ion, 
Novel Foods and Food Allergens (NDA Panel) ;
Post- adopt ion phase :
to support  decision-making by r isk managers, is published on the EFSA Journal.
After EFSA has forwarded its opinion to the European Commission (EC) , the Member 
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States and the applicant , the EC prepares, where appropriate, a draft  implement ing 
act authorising the placing on the EU market  of the novel food.11

Confident iality decision-making and proact ive disclosure by EFSA of inform at ion contained 
in the applicat ion (non-confident ial version)  take place at  different  mom ents during the 
applicat ion life-cycle.

Figure 1: Overview of the life-cycle of a novel food applicat ion

The tools that  applicants are expected to use in the preparat ion of the applicat ion and 
subsequent  phases portal support ing pre-submission act ivit ies, database of 
study not if icat ions, e-submission system, as detailed below) are available on 
website12, together with a br ief descript ion of each tool, how to access it , and dedicated 
user guides where available.

11 I n accordance with Ar t icle 12 of Regulat ion (EU)  2015/ 2283.
12 ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ toolk it .
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Overview  of the m ain prelim inary act ions for preparing an applicat ion for novel 
foods

Before start ing to prepare an applicat ion for a novel food, EFSA st rongly advises applicants 
to check the list  below concerning the prelim inary act ions to be considered in order to 
correct ly prepare and submit  an applicat ion.

Consult  the Novel Food sect ion on European Commission website for inform at ion 
on the regulatory framework and the authorisat ion process for novel foods:
ht tps: / / ec.europa.eu/ food/ safety/ novel_food_en

Consult  both this Administ rat ive guidance and the Guidance on the 
scient if ic requirem ents for an applicat ion for authorisat ion of a novel food in the 
context  of Regulat ion (EU)  2015/ 2283 for inform at ion on how to prepare the 
dossier support ing the applicat ion:  
ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ novel- food- t radit ional-
food/ regulat ionsandguidance

Consult  Pract ical Arrangements on pre-submission phase and public 
consultat ions (EFSA, 2021b concerning 
t ransparency and confident iality (EFSA, 2021c) :
ht tps: / / www.efsa.europa.eu/ en/ corporate/ pub/ t r-pract ical-arrangements

Consult  the Administ rat ive guidance for the processing of applicat ions for regulated 
products (EFSA, 2021d) for the general pr inciples and harmonised way followed to 
process applicat ions for regulated products in EFSA:
ht tps: / / www.efsa.europa.eu/ en/ support ing/ pub/ en-6471

Not ify EFSA of informat ion related to studies commissioned or carried out  in 
support  of the applicat ion as of 27 March 2021, using the database of study 
not if icat ions established by EFSA:
ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ toolkit# connect -efsa. For further 
details on the type of studies requiring not ificat ion, Quest ion 4 of Part  B of the 

account :  ht tps: / / www.efsa.europa.eu/ en/ corporate-pubs/ quest ions-and-answers-
efsa-pract ical-arrangements

I n case of any doubts on the rules and content  for an applicat ion, request  general 
pre-subm ission advice (GPSA) , using the dedicated GPSA form available on the 
Connect .EFSA portal:  
ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ toolkit# connect -efsa

I n case of any other doubts or quest ions within on the 
applicat ion procedure, ask for clar ificat ion to EFSA using the webform:  
ht tps: / / connect .efsa.europa.eu/ RM/ s/ new-ask-efsa- request

For quest ions that  EFSA cannot  answer e.g. quest ions related to the need for an 
applicat ion or risk managem ent  quest ions, contact  the European Commission:
SANTE-NOVELFOODS@ec.europa.eu
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sanit isat ion:  ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ confident iality-
sanit isat ion

-cycle of applicat ions 
for regulated products (EFSA, 2021e)  for an overview of the support  init iat ives 
provided by EFSA to applicants:  
ht tps: / / www.efsa.europa.eu/ en/ support ing/ pub/ en-6472

Specific indicat ions on how to prepare and submit  the applicat ion are provided in the 
following sect ions of this Administ rat ive guidance.
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Pre- subm ission phase
Before submit t ing an applicat ion for a novel food, a potent ial applicant  should first  register 
in Connect .EFSA, the EFSA portal support ing pre-subm ission act iv it ies available on
website.13 The regist rat ion is needed only if at  least  one of the pre-subm ission act iv it ies is 
carr ied out .

Potent ial applicants should create a pre-applicat ion ident ificat ion (EFSA- I D-YYYY-
NNNNNN14) , valid for a specific regulated product  and a given regulated product  area, to 
be used for any act iv ity related to the pre-submission phase (see Sect ions 2.1 and 2.2) , 
as int roduced by the GFL Regulat ion. In part icular,  the pre-applicat ion I D is used for:  

request ing general pre-subm ission advice from EFSA (opt ional,  applicable to all 
types of applicat ions) , this is recom mended to facilitate the applicat ion submission 
and evaluat ion steps;
not ify ing inform at ion related to studies commissioned or carr ied out  (mandatory, 
applicable to all types of applicat ions) .

The pre-applicat ion I D(s) , if any, must  be provided when submit t ing the applicat ion (see 
Sect ions 2.3 and 2.11) .15

The sect ions below provide an overview of the procedure governing the pre-submission 
phase. They are to be read in conjunct ion with binding Union legal acts, in part icular with 
the GFL Regulat ion and with Pract ical Arrangements on pre-subm ission phase and 
public consultat ions16 (EFSA, 2021b) , which provide comprehensive informat ion and 
inst ruct ions on that  matter.

2.1. General pre-subm ission advice 

I n accordance with Art icle 32a(1)  of the GFL Regulat ion, potent ial applicants m ay request  
general pre-subm ission advice (GPSA)  from EFSA at  any t ime before submit t ing the 
corresponding envisaged applicat ion with respect  to both intended applicat ions for new 
authorisat ions or modificat ion of exist ing authorisat ions. The GPSA is opt ional for the 
potent ial applicant . Within the framework of GPSA, EFSA provides advice on the rules 
applicable to, and the content  required for, an applicat ion pr ior to its submission. 

I n part icular,  the following items are considered outside of the scope of the GPSA:

design of the studies to be subm it ted and quest ions related to hypotheses to be 
tested, unless the advice concerns guidance docum ents developed by EFSA in which 
study design is addressed;
r isk m anagement  quest ions;
any aspects going beyond the informat ion available in the legislat ion, rules, 
guidance docum ents or guidelines applicable to applicat ions.

13 ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ toolk it# connect -efsa
14 YYYY corresponds to the year and NNNNNN is a progressive num ber.
15 I n accordance with Art icle 5 of Decision of the Execut ive Director of the European Food Safety Author ity  lay ing 

down the pract ical arrangements on pre- subm ission phase and public consultat ions (EFSA, 2021b) .
16 See Decision of the Execut ive Director of the European Food Safety Authority lay ing down the pract ical 

arrangements on pre- subm ission phase and public consultat ions
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For quest ions outside the scope of the GPSA, applicants should contact  the European 
Commission.

EFSA recommends subm it t ing the request  for GPSA at  least  six m onths before the 
envisaged submission date of the applicat ion.

Requests for general pre-subm ission advice must be submit ted to EFSA by filling in the 
dedicated general pre-subm ission advice online GPSA available on the
Connect .EFSA portal.17 Detailed instruct ions on how to request  a GPSA are provided in the 
user guide on pre-applicat ion I D.18

Following an administ rat ive check EFSA will provide its feedback on whether the submit ted 
request  is accepted or rejected within 15 working days from the receipt  of the GPSA form. 
For accepted requests, the advice is provided to the potent ial applicant within 15 working 
days if EFSA has decided to reply in writ ing or within 20 working days if EFSA has decided 
to organise a telemeet ing. Potent ial applicants qualifying as SMEs can benefit  from the 
GPSA service in a significant ly shorter t imefram e ( i.e. about  50%  of the standard t imeline)  
and receiving the advice preferably during a telemeet ing.19 A sum mary of the advice is 
drawn up and stored by EFSA. I t  is sent  to the potent ial applicant for informat ion purposes.
For a comprehensive descript ion of applicable procedures and provisions, please refer to 

Pract ical Arrangements on pre-subm ission phase and public consultat ions (EFSA, 
2021b) .

The sum mary of the advice is made public on the OpenEFSA portal20 together with the non-
confident ial version of the applicat ion dossier, as soon as the applicat ion is declared valid.
On applicable t ransparency and confident iality requirem ents, please see Sect ion 2.6.

2.2. Not ificat ion of studies 

I n accordance with Art icle 32b of the GFL Regulat ion, potent ial applicants commissioning 
or carrying out  studies as of 27 March 2021 to support  an applicat ion concerning novel 
foods (new authorisat ion, m odificat ion of an exist ing authorisat ion)  have the obligat ion to 
not ify EFSA without  delay of the following informat ion21 related to those studies:

t it le and scope of the study;
laboratory or test ing facilit y carrying out  the study;
start ing and planned com plet ion dates of the study. 

17 ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ toolk it# connect -efsa.
18 ht tps: / / www.efsa.europa.eu/ sites/ default / files/ 2021-07/ user-guide-pre-applicat ion- id.pdf.
19 See Sect ion during the life- cycle of applicat ions for regulated 

products (EFSA, 2021e) .
20 ht tps: / / open.efsa.europa.eu
21 The full list  of informat ion to be not ified for  each study is provided in Annex I I  to Decision of the Execut ive 

Director of the European Food Safety Author ity lay ing down the pract ical arrangem ents on pre-subm ission 
phase and public consultat ions (EFSA, 2021b) .
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The same obligat ion applies to the laborator ies and other test ing facilit ies located in the 
EU22 for studies commissioned by potent ial applicants and carried out  by such laborator ies 
and other test ing facilit ies. Therefore, both potent ial applicants and laborator ies/ test ing 
facilit ies have the obligat ion to not ify informat ion about  all studies commissioned or carr ied 
out  to support  an applicat ion. Quest ion 4 of Part  B of the 
Pract ical Arrangements23 provides informat ion on the types of studies to be not ified.

Study not ificat ions must  be subm it ted in the database of study not ificat ions available on 
24 without  delay before the start ing date of the study. The database will 

assign a unique study ident ificat ion to each study not if icat ion ( i.e. study I D:  EFSA-
YYYY-NNNNNNNN25) .

For any study not ificat ion submit ted after the start ing date of the study, the applicant  must
provide just ificat ions for the delay when submit t ing the applicat ion.

The obligat ions of not if icat ion of studies apply to any addit ional studies provided after the 
subm ission of the applicat ion either during the suitabilit y check or in relat ion to the r isk 
assessment , or as part  of a spontaneous submission of inform at ion, if such studies are 
commissioned or carried out  as of 27 March 2021.26

Applicants should be aware that  non-compliance with the not ificat ions of study obligat ions 
may result  in the non-validity of the applicat ion or in delays in the risk assessment  process 
(see Sect ions 2.5 and 2.8) .

Studies submit ted to support  an applicat ion are not  subject  to the study not if icat ion 
obligat ions if they were commissioned or carried out  before 27 March 2021.

Detailed inst ruct ions on how to create and manage study not if icat ions are provided in the 
user guide on pre-applicat ion I D27 and in the user guide on not if icat ion of studies.28

For a comprehensive descript ion of applicable procedures and provisions, please refer to
Chapter I V of Pract ical Arrangements on pre-subm ission phase and public 
consultat ions (EFSA, 2021b) .

22 The same obligat ion applies to laboratories and test ing facilit ies located in third count r ies insofar as set  out  in 
relevant agreements and arrangem ents with those third countr ies, including as referred to in Ar t icle 49 of the 
GFL Regulat ion.

23 ht tps: / / www.efsa.europa.eu/ en/ corporate-pubs/ quest ions-and-answers-efsa-pract ical-arrangements, updated 
on 28 August  2023.

24 ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ toolk it# connect -efsa.
25 YYYY corresponds to the year  and NNNNNNNN is a progressive num ber.
26 For the types of studies to be not if ied, see Quest ion 4 of Par t  B of the 

Arrangements.
27 https:/ /www.efsa.europa.eu/sites/default/ files/2021-07/user-guide-pre-application-id.pdf.
28 https:/ /www.efsa.europa.eu/sites/default/ files/2021-07/user-guide-notification-of-studies.pdf.
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From  subm ission of the applicat ion to adopt ion and 
publicat ion of scient ific opinion

2.3. Subm ission of an applicat ion

Applicants must submit  the applicat ion to the European Com mission29 by using the e-
subm ission system , accessible through European Commission or 
website i.e. the e-submission food chain plat form (ESFC) .30

The system allows applicants to submit  and follow-up on applicat ions through an online 
web interface from the start  to the end of the authorisat ion process. Detailed inst ruct ions
for accessing and using the e-submission system are provided in the dedicated user 
guide.31

A detailed descript ion of the content  of the dossier to prepare in support  of the applicat ion 
is given in Sect ion 2.11 of this Administ rat ive guidance.

Regarding the study not if icat ion obligat ions of Art icle 32b(2)  and (3)  of the GFL Regulat ion, 
when submit t ing an applicat ion, the applicant  must provide the following informat ion:

pre-applicat ion I D( s) related to the novel food which is the subject  m at ter of the 
subm it ted applicat ion provided to the applicant  at  pre-submission phase, in case 
pre-subm ission advice was requested and/ or or new studies have been not ified;  
study I D generated by for each study 
subm it ted in the applicat ion;
if necessary, just ificat ions explaining any deviat ion from the requirem ents of 
not if icat ions of studies set  out  in Art icle 32b of the GFL Regulat ion as implemented 
by -subm ission phase and public consultat ions 
(EFSA, 2021b)  linked, where applicable, to the study I D.

For a comprehensive descript ion of the informat ion to be provided when submit t ing 
applicat ions to allow verif icat ion of compliance with study not if icat ion obligat ions, please 
refer to Chapter I V of Arrangements on pre-subm ission phase and public 
consultat ions (EFSA, 2021b) .

At  the m oment  a draft  applicat ion is created, the e-subm ission system assigns a unique 
NF-YYYY-NNNN32)  that  persists even after 

subm ission. Once the subm ission is completed, the applicant  receives a confirmat ion.

29 I n accordance with Ar t icle 10 of Regulat ion (EU)  2015/ 2283.
30 ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ toolk it# e-subm ission- food-chain-plat form
31 See last  version of ESFC user guide available at : ht tps: / / food.ec.europa.eu/ hor izontal- topics/ general- food-

law/ t raining-and-support_en. For technical issues with ESFC, contact  ESFC I T support  team at : sante-e-
subm ission- food-chain@ec.europa.eu. 

32 NF corresponds to the code of the regulatory domain, YYYY corresponds to the year the draft  is created and 
NNNN is a progressive number.
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2.4. Receipt of the applicat ion by EFSA

Once an applicat ion is subm it ted through the e-submission system, the European 
Commission verif ies the validity of the applicat ion. I t  may request  EFSA to ver ify whether 
the data provided in the applicat ion are suitable for the risk assessment

.33 The applicant  is not if ied accordingly.

At  the receipt of the applicat ion by EFSA, a unique reference number is assigned to the 
applicat ion and communicated to the applicant . This unique number ( i.e. EFSA quest ion 
number:  EFSA-Q-YYYY-NNNNN34)  should be used in any comm unicat ion related to the 
applicat ion. 

The status of the applicat ion is automat ically updated in the e-submission system. Each 
step is registered and can be monitored by the applicant .

I nformat ion on all applicat ions received by EFSA is available to the public in the OpenEFSA 
portal.35

Applicants should note that  informat ion and documents uploaded as part  of the init ial 
subm ission of the dossier, later during suitability check or in the scient ific evaluat ion 
process are subject  to the provisions on confident iality and proact ive disclosure of the 
informat ion, as detailed in Sect ions 2.6 and 2.7.

2.5. Suitability  check of data for r isk assessment  and validat ion of the 
applicat ion

During the suitabilit y check phase, the applicat ion is handled by the EFSA Front -Desk & 
Workforce Planning (FDP)  Unit . 

EFSA checks the suitabilit y of the data for r isk assessment  in accordance with the legal 
requirements, including those on not if icat ion of studies36, and the requirements set  in 
EFSA guidance documents on novel foods.

The start ing date of the suitabilit y check is the date of receipt  by EFSA of both the dossier 
support ing the applicat ion and the European Commission request  to perform the 
suitabilit y check.

At  this stage, the status of the applicat ion in the e-submission system shows that the 
applicat ion is acknowledged and that  EFSA suitability check has started.

EFSA endeavours to finalise the outcome of the suitabilit y check and to inform the 
European Commission on the suitability/ non-suitability of the data for r isk assessment and 

33 I n accordance with Ar t icle 6(2)  of Comm ission I mplement ing Regulat ion (EU)  2017/ 2469.
34 YYYY corresponds to the year  and NNNNN is a progressive number.
35 ht tps: / / open.efsa.europa.eu
36 See Chapter I V on Not if icat ion of Studies of Decision of the Execut ive Director  of the European Food Safet y 

Author ity laying down the pract ical arrangements on pre- subm ission phase and public consultat ions (EFSA, 
2021b) .
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on the compliance with study not if icat ion obligat ions within 30 working days37 from the 
receipt  date of the applicat ion. 

I n case certain parts of the dossier need modificat ion or complet ion, in order to be 
considered suitable, EFSA issues a request  for m issing informat ion, which is reviewed and 
sent  to the applicant  by the European Commission.38

The applicant  should insert  the response in the e-subm ission system within 30 days from 
the receipt  of the request  for m issing informat ion. When this is not  possible, the applicant  
should request  an extension of deadline to the European Com mission through the e-
subm ission system.39 The applicant  should indicate the date by which the response is 
expected, including an appropriate just ificat ion. I f the request  is approved by the European 
Commission, the new deadline will appear in the e-subm ission system.

After receiving a request  for m issing informat ion or clar ificat ions and before subm it t ing the 
response, the applicant  can ask EFSA to organise a teleconference to clar ify the quest ions 
raised.40

When responding to the requests, the applicant  should upload an updated version of 
documents that  were subject  to complet ion or modificat ion, and any m issing files (e.g. 
studies, annexes, references)  direct ly to the e-subm ission system in the corresponding 
sect ions. The free- text box in ESFC should be only used to list the changes new inform at ion 
int roduced, while the missing informat ion or any just ificat ion provided is to be added to 
the relevant  sect ion of the dossier, otherwise it  may not  be considered during the risk 
assessment .

Applicants are rem inded that  the provisions on confident iality and proact ive disclosure of 
the informat ion, as detailed in Sect ions 2.6 and 2.7, apply to all informat ion, documents 
or informat ion uploaded as part  of the init ial submission, or later during suitabilit y check 
or in the scient ific evaluat ion process. Therefore, should the documents include elem ents 
that  are claim ed to be confident ial,  the applicant  must upload a version with these elem ents 
blackened (non-confident ial version, also , see details in Sect ion 
2.6.1)  and a version including the elem ents claimed confident ial, where the confident ial
informat ion is boxed, or earm arked (confident ial version, not  for public disclosure) .
Part icular at tent ion should be paid to ensure full alignment  of the informat ion boxed or 
earmarked in the confident ial version with the inform at ion irreversibly blackened in the 
non-confident ial version.

Applicants should note that  if new studies are subm it ted following a request  during the 
suitabilit y check, these studies are subject  to the study not ificat ion obligat ions if 
commissioned or carr ied out  as of 27 March 2021.41 I n this case, the relevant  inform at ion 

37 I n accordance with Ar t icle 6(2)  of Com m ission I mplement ing Regulat ion (EU)  No 2017/ 2469 .
38 For quest ions on the status of requests for m issing informat ion that  are under review by the European 

Comm ission, contact SANTE-NOVELFOODS@ec.europa.eu.
39 For any technical issues when inser t ing a request  for an extension of deadline through ESFC, contact  SANTE-

E-SUBMI SSI ON-FOOD-CHAI N@ec.europa.eu.
40 See Sect ion 2.2.1 of - cycle of applicat ions for regulated 

products (EFSA, 2021e) .
41 For the types of studies to be not if ied, see Quest ion 4 of Par t  B of the 

Arrangements.
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must be not if ied in database of study 
Pract ical Arrangements on pre-subm ission phase and public consultat ions (EFSA, 2021b) .

I f the applicant  needs to perform changes in other sect ions not  covered by the ongoing
request  for informat ion, the applicant  should include a short  text  in the free- text  box in the 
e-subm ission system, indicat ing which addit ional sect ions it needs to update. EFSA will be 
able to open for edit ing the addit ional sect ions only after the applicant  subm its the answer 
to the ongoing request . 

Once the requested inform at ion is uploaded to the e-submission system, EFSA checks the 
content  of the submission for completeness, after which the applicat ion can be declared 
suitable, or in need for further revision. EFSA endeavours to inform  the European 
Commission within 15 working days from the upload of the m issing inform at ion to the e-
subm ission system.

Applicants are rem inded that  not if ied studies and the just ificat ions provided to prove 
compliance with not if icat ion of studies obligat ions (see Sect ion 2.2) are also subject  to 
suitabilit y check.

EFSA interrupts the suitabilit y check and informs the European Com mission, which declares 
the applicat ion as non-valid42, if during the suitability check EFSA concludes that :

not if icat ions or was not ified after the start ing date of the study ( i.e. non-not if icat ion 
regulated by Art icle 32b(4)  of the GFL Regulat ion)  and the applicant  has provided 
no valid just if icat ion;  and/ or 

and the applicant  has provided no valid just if icat ion ( i.e. non- inclusion of a study 
regulated by Art icle 32b(5)  of the GFL Regulat ion) ;  and/ or 
a not ificat ion of a study was withdrawn and the applicant  has provided no valid 

-subm ission 
phase and public consultat ions (EFSA, 2021b) ) .

The applicant  m ay re-submit  the applicat ion, provided that :

it  not if ies in the database the studies that  were not  previously not ified;  and/ or
it  submits all the studies which were previously not ified in the database or, in case 
of unjust if ied withdrawal of a not if icat ion of a study, the data delivered by the 
relevant  laboratory or test ing facilit y even without  the study having been 
completed.

To this end, the applicant  should insert  in the e-subm ission system a completely new 
applicat ion. When re-submit t ing the applicat ion, the applicant  should contextually provide
in the dedicated sect ion43 of the e-submission system the unique num ber of the applicat ion 
dossier ( i.e. NF-YYYY-NNNN) and of the applicat ion ( i.e. EFSA-Q-

42 I n accordance with Ar t icle 32b(4)  and (5)  of the GFL Regulat ion.
43 Under adm inist rat ive data ( see Sect ion 2.11.2.1) .
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YYYY-NNNNN) which was previously considered not  valid. The applicant  should also refer 
to the re- This is a re-submission of the 
applicat ion EFSA-Q-YYYY-NNNNN, supported by Dossier num ber:  NF-YYYY-NNNN which 
was previously considered not  valid due to non-compliance with obligat ions of study 
not if icat ions e-submission system when 
subm it t ing the applicat ion. The same informat ion should appear in the cover let ter of the 
re-subm it ted applicat ion.44

I n the context  of a re-submission of such an applicat ion, the applicant  should take note of 
the following:

The applicant  does not  need to re-
already not ified in the context  of the previous applicat ion;
I n case the non-validity of the previous applicat ion was due to an invalid just ificat ion 
for delayed not ificat ion, the applicant  should include the study in the dossier with 
the respect ive, original study I D. When the e-subm ission system asks to provide a 
just ificat ion for del This study 
is part  of a re-submission of an applicat ion previously declared non-valid due to 
non-compliance with obligat ions of study not ificat ions (Quest ion num ber:  EFSA-Q-
YYYY-NNNNN, Dossier number:  NF-YYYY-NNNN) ;
I n case the non-validity of the previous applicat ion was due to the non-not ificat ion 
of a study, the applicant  must  not ify the study in the EFSA database and include 
the study in the re-submit ted applicat ion with the new EFSA study ident ificat ion. 
This study will be not ified with delay ( i.e. after the complet ion date) . When the e-
subm ission system asks to provide a just if icat ion for delayed not if icat ion, the 

This study is related to a re-submission of an 
applicat ion previously declared non-valid due to non-compliance with obligat ions of 
study not ificat ions (Quest ion number:  EFSA-Q-YYYY-NNNNN, Dossier number:  NF-
YYYY-NNNN)

The assessm ent  of the validity of the new applicat ion will commence six m onths after 
the re- subm ission of the applicat ion . I t  is important  to note that  the re-submission can 
occur at  any t ime following the declarat ion of non-validity. Applicants are encouraged to 
re-subm it  the applicat ion as soon as possible, once ready, because the count  of the six 
months period will start  from the date of re-submission.

For a comprehensive descript ion of applicable procedures and provisions, please consult  
on pre-subm ission phase and public consultat ions (EFSA, 

2021b) .

I n order to help applicants in preparing their applicat ions, a suitabilit y checklist  is available 
in Appendix A of this Administ rat ive guidance. The suitabilit y checklist  should be used by 
applicants when preparing a dossier to verify that  all the informat ion that  should be 
subm it ted to EFSA is provided. The checklist  should be filled in by the applicant  and 

44 See also Sect ion 2.11.2.1.
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uploaded in the dedicated sect ion ( i.e. List  of annexes and checklist in the e-submission 
system.

Once the suitabilit y check is completed and the applicat ion has been deemed as being 
, the European Commission validates the applicat ion45 and mandates EFSA to 

carry out the r isk assessment .

The status of the applicat ion is updated automat ically in the e-submission system  showing
that  the suitabilit y check is concluded and the validity/ non-validity is confirmed. I n case 
the suitabilit y check is concluded but  the applicat ion is st ill under validity check, the 
applicant  should contact  the European Comm ission46 to have m ore accurate inform at ion.

Upon validat ion, EFSA proact ively discloses the non-confident ial version of the dossier as 
provided by the applicant 47 on the OpenEFSA portal. The non-confident ial version published 
on the OpenEFSA portal will be replaced by the one sanit ised by EFSA pursuant  to its 
confident iality decision, in case one or more confident iality requests subm it ted by the 
applicant are rejected by EFSA (see Sect ion 2.6) .

The validity date of the applicat ion is the start ing date for the scient if ic r isk assessment  of 
the applicat ion and for the assessm ent  of the confident iality requests contained therein.

2.6. Transparency and confident iality requirem ents

This sect ion aim s at  giving an overview to applicants on the procedure implement ing 
t ransparency and confident iality requirements, in accordance with relevant  provisions of
the GFL Regulat ion and Art icle 23 of Regulat ion (EU)  2015/ 2283, as amended by the 

and confident iality48 (EFSA, 2021c) .

EFSA has also published a user guide on confident iality49, as a step-by-step pract ical guide 
on the submission of confident iality requests. Moreover, a dedicated webpage has been 
made available on the EFSA website with an overview of EFSA confident iality assessment  
and content  sanit isat ion procedures.50

2.6.1. Transparency requirem ents applicable to inform at ion shared by 
applicants with EFSA

The GFL Regulat ion as amended by the Transparency Regulat ion int roduced a principle of 
proact ive disclosure and t ransparency of informat ion, studies and data subm it ted to EFSA 
for scient if ic evaluat ion. In light  of this principle, and of the related provisions, EFSA must  

45 I n accordance with Ar t icle 11(1)  of Regulat ion (EU)  2015/ 2283.
46 By writ ing to:  SANTE-NOVELFOODS@ec.europa.eu.
47 I n accordance with Ar t icle 10(3) of Regulat ion (EU)  2015/ 2283 as am ended by the Transparency Regulat ion, 

and with Art icle 38 of the GFL Regulat ion.
48 See Decision of the Execut ive Director  of the European Food Safety Authority  lay ing down pract ical 

arrangem ents concerning t ransparency and confident ialit y
49 https:/ /www.efsa.europa.eu/sites/default/ files/2022-03/user-guide-submission-confidentiality-requests.pdf
50 https:/ /www.efsa.europa.eu/en/applications/confidentiality-sanitisation
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proact ively disseminate all inform at ion subm it ted by applicants in support  of an applicat ion 
for the purposes of egulated products, including the 
informat ion subm it ted during the assessment  process at  .

Specifically,  EFSA is to m ake publicly available51 inter alia the following inform at ion52:

all it s scient ific outputs;
scient if ic data, studies and other informat ion support ing applicat ions, including 
addit ional inform at ion requested during an assessment , as well as other scient ific 
data and informat ion support ing requests from the European Commission and the 
Member States for a scient if ic output ;  
the informat ion on which its scient ific outputs are based;
a sum mary of the advice provided to potent ial applicants at  pre-submission phase.

By derogat ion from the principle of proact ive disclosure and t ransparency, EFSA, when 
required to issue an opinion, may grant  confident ial status to certain elem ents of 
applicat ion dossiers, provided that  applicants subm it  confident iality request (s)
accompanied by a verif iable just ificat ion and EFSA accepts this confident iality request (s) . 
For this purpose, and for each item for which confident iality is requested, applicants are 
required to upload to the e-subm ission system:

a request  to t reat  certain item ( s) as confident ia l, specifying:  the 
confident iality ground(s) and condit ions, just if icat ion, excerpt  of the text , related 
sect ion and exact  locat ion in the file. These requests should be inserted in the e-
subm ission system at  the t ime of submission of the informat ion, studies and data 
support ing the relevant  applicat ion. Mult iple requests can be subm it ted per file, but  
only with regard to specific items that  m eet  the cr iteria provided in the relevant
Union law (see Sect ion 2.6.3) ;
a confident ia l version of the concerned docum ent ( s) w ith all inform at ion 
visible and no blackening applied . I n this version, all informat ion claimed to be 
confident ial by the applicant must be boxed or earmarked (confident ial version is
not  for public disclosure) ;
a non- confident ial version w ith all e lem ents claim ed to be confident ia l
irreversibly blackened (public version) . This version will be made publicly 
available in the OpenEFSA portal as soon as the applicat ion is declared valid (as 
ment ioned in Sect ion 2.5) . This non-confident ial version provided by the applicant  
and made available on the OpenEFSA portal will be replaced by the one sanit ised 
by EFSA pursuant  to its confident iality decision, in case one or more confident iality 
requests are rejected. Applicants should note that  the public version must have all 
the names and addresses of individuals involved in test ing on vertebrate animals 
or in obtaining toxicological informat ion blackened as these elements must not  be 
disclosed.53 Furthermore, the public version must  also have all the personal data, 

51 The proact ive disclosure of the above inform at ion does not  imply perm ission or licence for  their  re-use, 
reproduct ion, or  exploitat ion in breach of t he relevant  exist ing rules concerning intellectual propert y r ights or 
data exclusivity.  EFSA cannot  be held liable or responsible for any use of the disclosed data by third par t ies in 
breach of any exist ing intellectual property  r ights.

52 For an exhaust ive list  of the types of inform at ion, docum ents or data which is m ade proact ively  available, 
please refer  to Ar t icles 5 and 6 of Decision of the Execut ive Director of the European Food Safety Author ity 
laying down pract ical arrangem ents concerning t ransparency and confident ialit y (EFSA, 2021c) .

53 I n accordance with Ar t icle 39e(2)  of Regulat ion EC No 178/ 2002.
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including names, postal and email addresses, signatures, fax and telephone 
numbers of natural persons, contained in the different  documents (e.g. cert if icates, 
studies) , equally blackened. Name and address of the applicant  and the names of 
authors of published or publicly available studies support ing the applicat ion are 
excluded and must  be made publicly available. For m ore informat ion, see Sect ion 
2.6.3 sparency and 
confident iality (EFSA, 2021c) . Elements claimed confident ial must  be blackened in 
an irreversible manner. Furthermore, please note that  the complete removal in the 
non-confident ial version of ent ire sentences, paragraphs, item s, pages performed 
by delet ing the informat ion without  applying the redact ion must  be avoided as this 
would imply the absence of the said elem ents from the docum ents that  moreover 
would not  correspond to their  confident ial version.

Pract ical inst ruct ions on how to subm it  confident iality requests and prepare non-
confident ial version of documents are given in Sect ion 2.11.4 and in the EFSA user guide 
on confident iality.54

2.6.2. How to subm it  a confident ialit y request

Applicants are required to submit  confident iality requests via the e-submission system (see 
also Sect ion 2.11.3) by providing reasoning support ing each request  and addressing the 

and confident iality (EFSA, 2021c) . 

I t  is fundamental that  applicants submit  all relevant  confident iality requests at  the t ime of 
subm ission of the related piece of informat ion (e.g. technical dossier, informat ion 
subm it ted following a request  for m issing or addit ional informat ion, spontaneously 
subm it ted inform at ion, etc.) . After submission, applicants may not insert  new or modify
already submit ted confident iality requests anymore, unless requested to do so by EFSA. 

I f EFSA requests the applicant  to provide clar if icat ions on a confident iality request , and the 
applicant  does not  react  by the given t imeline, EFSA may reject  the confident iality 
request .55

Pract ical Arrangements concerning t ransparency and confident iality (EFSA, 2021c) , EFS
User guide on confident iality56 and the e-submission system user guide57.

2.6.3. Parts of the applicat ion or inform at ion for which a confident ialit y request
can be subm it ted

54 https:/ /www.efsa.europa.eu/sites/default/ files/2022-03/user-guide-submission-confidentiality-requests.pdf
55 I n accordance with Ar t icle 9(5)  of Decision of the Execut ive Director  of the European Food Safety Author ity  

laying down pract ical arrangem ents concerning t ransparency and confident ialit y (EFSA, 2021c) .
56

57 See last  version of ESFC user guide available at :  ht tps: / / food.ec.europa.eu/ hor izontal- topics/ general- food-
law/ t raining-and-support_en.
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Applicants may submit  confident iality requests only regarding the following item s of the
applicat ion or subm issions, as indicated in the relevant  Union law and specified in the 
Annex (Table C) concerning t ransparency and 
confident iality (EFSA, 2021c) :

the m anufactur ing or product ion process, including the m ethod and innovat ive 
aspects thereof, as well as other technical and indust rial specificat ions inherent  to 
that  process or m ethod, except  for inform at ion which is relevant  to the assessment  
of safety58;
commercial links between a producer or importer and the applicant  or the 
authorisat ion holder, where applicable59;  
commercial informat ion revealing sourcing, market  shares or business strategy of 
the applicant 60;
quant itat ive composit ion of the subject  mat ter of the request , except  for 
informat ion which is relevant  to the assessment  of safety61;
where applicable, informat ion provided in detailed descript ions of start ing 
substances and start ing preparat ions and on how they are used to m anufacture the 
novel food subject  to the authorisat ion, and detailed informat ion on the nature and 
composit ion of the specific foods or food categories in which the applicant  intends 
to use that  novel food, except  for informat ion which is relevant  to the assessment  
of safety62;
where applicable, detailed analyt ical informat ion on the variability and stabilit y of 
individual product ion batches, except  for informat ion which is relevant  to the 
assessment  of safety63.

Personal data are processed in accordance with Regulat ion (EU) 2018/ 172564. The following 
personal data must by law be made proact ively available by EFSA:  

a. the name and address of the applicant 65;  
b. the names of authors of published or publicly available studies support ing the

applicat ion66;

58 Art icle 23(1)  and 23(4)  of Regulat ion (EU)  2015/ 2283. I f the descript ion on the product ion process contains 
inform at ion for  which a confident ialit y  request  has been subm it ted, pursuant  to Art icles 39 to 39e of Regulat ion 

confident ialit y  (EFSA, 
2021c) , a non-confident ial sum mary of the product ion process should also be provided, including all steps of 
the process with a general descript ion of the operat ional condit ions and safety - related parameters.

59 Art icle 23(1)  and 23(4)  of Regulat ion (EU)  2015/ 2283.
60 Art icle 23(1)  and 23(4)  of Regulat ion (EU) 2015/ 2283.
61 Art icle 23(1)  and 23(4)  of Regulat ion (EU) 2015/ 2283.
62 Art icle 23(4) (a)  of Regulat ion (EU) 2015/ 2283.
63 Art icle 23(4) (b)  of Regulat ion (EU)  2015/ 2283.
64 Regulat ion (EU)  2018/ 1725 of the European Par liament  and of the Council of 23 October 2018 on the protect ion 

of natural persons with regard to t he processing of personal data by the Union inst itut ions,  bodies, offices and 
agencies and on the free m ovement of such data, and repealing Regulat ion (EC)  No 45/ 2001 and Decision No 
1247/ 2002/ EC, OJ L 295, 21.11.2018, p.  39 98.

65 Art icle 39e(1) (a) of t he GFL Regulat ion.
66 Art icle 39e(1) (b) of t he GFL Regulat ion.
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c. the names of all part icipants and observers in meet ings of the Scient ific Commit tee 
and the Scient if ic Panels, their  working groups and any other ad hoc group meet ing 
on the applicat ion.67

I n cont rast , personal data (names, postal and email addresses, signatures, fax and 
telephone num bers)  of individuals involved in test ing on vertebrate animals or in obtaining 
toxicological inform at ion must  be claimed confident ial and are not  made publicly available 
by EFSA.68

2.6.4. Processing of confident ialit y  requests

EFSA will assess each confident iality request , when requested to issue an opinion, by 
perform ing an individual examinat ion of the inform at ion claimed confident ial by the 
applicant and of the relevant  just ificat ion provided. 

Arrangements concerning t ransparency and confident iality (EFSA, 2021c) and the 
applicable Union law.

The not ificat ion of the confident iality decision and the decision itself will also inform the 
applicant  of its r ight  to ask for a review of its confident iality decision (confirmatory 
applicat ion) .69

A comprehensive descript ion of applicable procedures and provisions
Pract ical Arrangements concerning t ransparency and confident iality (EFSA, 2021c) .

2.6.5. Possibilit y of com m ent ing on, or challenging, a negat ive decision on a 
confident ialit y request

Applicants have several opportunit ies to part icipate in the decision-making process 
regarding confident iality requests made on their dossiers and to put  forward their views 
and observat ions, as follows:

a. prior to the adopt ion of a  de
request  in part  or  in full, by being consulted on the draft  decision;

b. after  the adopt ion of a  confident ia lity decision , by making use of the possibilit y 
of submit t ing a confirmatory applicat ion;

c. after  the adopt ion of a  decision on a confirm atory applicat ion , by making 
use of the possibilit y of lodging an act ion against  the decision on the confirmatory 
applicat ion pursuant  to Art icle 38b(3)  of the GFL Regulat ion and Art icles 263 and 
278 of the Treaty on the Funct ioning of the European Union.70 I t  should be noted 
that  this opt ion is available only to the extent  that  the applicant  submit ted a 
confirm atory applicat ion pursuant  to Art icle 39b(2)  of the GFL.

67 Art icle 39e(1) (c)  of the GFL Regulat ion.
68 Art icle 39(e) (2)  of the GFL Regulat ion.
69 I n accordance with Ar t icle 39b(2) of t he GFL Regulat ion.
70 Consolidated version of the Treaty on the Funct ioning of the European Union. OJ C 326, 26.10.2012, p. 47

390.
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A comprehensive descript ion of applicable procedures and provisions
Pract ical Arrangements concerning t ransparency and confident iality (EFSA, 2021c) .

2.6.6. I m plem entat ion of

EFSA implements its confident iality decisions without  delay in accordance with its Pract ical 
Arrangem ents concerning t ransparency and confident iality (EFSA, 2021c) .

2.6.7. I m plicat ions of the award of confident ial status to certain inform at ion

I nformat ion claimed confident ial by an applicant  and on 
confident iality is st ill pending or to which confident ial status has been granted will not  be 
made public. EFSA makes such informat ion available to the European Comm ission and the 
Member States pursuant to Art icle 11(7)  of Regulat ion (EU)  No 2015/ 2283.

All professionals having access to informat ion
is st ill pending or to which confident ial status has been granted are subject  to the obligat ion 
of professional secrecy and bound to not  disclose this informat ion. These obligat ions 
cont inue to apply even after their  dut ies have ceased.

2.6.8. Proact ive disclosure of inform at ion contained in the applicat ion

During the life-cycle of the applicat ion, EFSA will proact ively disclose informat ion contained 
in the applicat ion dossier. Specifically:

The non-confident ial version of the dossier is published once the applicat ion has 
been considered valid;
I f confident iality requests are rejected, an updated non-confident ial version of the 
dossier is published upon implementat ion of EF
Non- addit ional
informat ion, or as a result  of spontaneous submission by the applicant , is published 
without  delay;
I f confident iality requests presented on the addit ional informat ion are rejected, an 
updated non-confident ial version of the informat ion is published after 

adopted.

2.7. Public consultat ion on informat ion contained in the applicat ion

I n accordance with Art icle 32c(2) of the GFL Regulat ion, in order to ensure that  EFSA can 
have access to all relevant  scient if ic data and studies available on the novel food subject  
to the applicat ion, EFSA consults
on the scient if ic data, studies and other inform at ion part  of, or support ing, the submit ted 
applicat ion to ident ify whether other relevant  scient if ic data or studies are available.

pon publicat ion by 
EFSA of the non-confident ial version of the applicat ion dossier (see Sect ion 2.6) , EFSA 
launches a public consultat ion on its website.71

71 https:/ /open.efsa.europa.eu/consultations
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The consultat ion of third part ies rem ains open for a period of 3 calendar weeks. All
comments received from third part ies will be m ade public by EFSA upon the closure of the 
consultat ion of third part ies. Relevant  comments will be considered during the r isk 
assessment  phase. scient ific opinion will address the relevant  comments received 
from the third part ies.72

For a comprehensive descript ion of applicable procedures and provisions, please refer to 
Pract ical Arrangements on pre-subm ission phase and public consultat ions (EFSA, 

2021b) .

2.8. Risk assessment , adopt ion and publicat ion of EFSA scient ific
opinion

After validat ion of the applicat ion, EFSA perform s the r isk assessment  of the applicat ion 
according to EFSA standard procedures .73 At  this 
stage, the status of the applicat ion in the e-submission system shows that  the applicat ion 

going.

During this phase, the applicat ion is handled by the EFSA Nutrit ion & Food I nnovat ion (NI F)  
Unit , while the Risk Assessment  Logist ics (RAL)  Unit  provides administ rat ive support  to 

the publicat ion of the 
scient if ic output .

The t imeline to finalise the assessm ent of an applicat ion for novel foods by EFSA is nine 
months from the date when the applicat ion is considered valid (see Sect ion 2.5) .74

EFSA m ay extend the t imeline to conclude the assessment  for a maximum of seven weeks 
in case the results of the public consultat ion cannot  be given proper considerat ion within 
the regulatory t ime lim it  allot ted for delivering the opinion.75

During the risk assessment  phase, EFSA may request  the applicant  to submit  addit ional
informat ion.76 I n that  case, the t ime lim it  to deliver an opinion by EFSA is extended
accordingly and the scient if ic r isk assessment  process is put  on hold ( stop- the-clock
procedure) . 

The request  for addit ional informat ion is inserted in the e-submission system and the 
applicant  is not ified of the request . At  this stage, the status of the applicat ion in the e-
submission system shows that  the applicat ion is on hold and that  addit ional informat ion is 
requested. 

72 The public disclosure of the results of the public consultat ion, as well as of the com m ents received, is done 
pursuant  to Ar t icle 6(1) , let ter (d) and Art icle 5(2)  let t er  (g)  of Decision of the Execut ive Director  of the 
European Food Safet y Authority  lay ing down pract ical arrangements concerning t ransparency and 
confident ialit y (EFSA, 2021c) , respect ively .

73 ht tps: / / www.efsa.europa.eu/ en/ corporate/ pub/ sops
74 I n accordance with Art icle 11(1) of Regulat ion (EU)  2015/ 2283.
75 I n accordance with Ar t icle 32c(2)  of t he GFL Regulat ion.
76 I n accordance with Art icle 11(4) of Regulat ion (EU)  2015/ 2283.
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The deadline for providing the addit ional informat ion is specified by EFSA in the request .77

This deadline may be extended at  the request  of the applicant . I n that  case, the applicant  
should request  an extension of the deadline through the e-subm ission system. In doing so,
the applicant  should provide detailed just ificat ion as to why an extension of the deadline 
to submit the addit ional informat ion is needed. The just if icat ion should be accom panied by
a detailed planning, which should be in any case proport ional to the amount and type of 
informat ion requested. EFSA will decide on the acceptabilit y of the extension request  on 
the basis of the just ificat ion given by the applicant  and of the nature of the requested data.

After receiving a request  for addit ional informat ion or clarificat ions by EFSA and before 
subm it t ing the response, the applicant  can ask EFSA to organise a teleconference to clar ify 
the quest ions raised by EFSA.78

When responding to EFSA quest ions, the applicant  should upload the addit ional
informat ion through the e-submission system in the relevant  sect ion of the dossier .79 The 
free- text  box in ESFC should be only used to list  the changes new informat ion int roduced, 
while the addit ional informat ion is to be added to the relevant  sect ion of the dossier ,
otherwise it  may not  be considered during the risk assessment .

Should the documents include elements that  are claimed to be confident ial80, the applicant  
is expected to upload a version with these elem ents blackened (non-confident ial version, 
also , see details in Sect ion 2.6.1)  and a version including also 
elem ents claim ed confident ial where the confident ial informat ion is boxed or earmarked
(confident ial version, not  for public disclosure) . I n fact , addit ional inform at ion or data 
provided during the r isk assessment  phase are subject  to the provisions on confident iality 
and proact ive disclosure of the informat ion, as detailed in Sect ions 2.6 and 2.7.

Applicants should also note that  if new studies are submit ted following a request  for 
addit ional informat ion during the risk assessment , these studies are subject  to the study 
not if icat ion obligat ions if commissioned or carried out  as of 27 March 202181 (see Sect ions 
2.2 and 2.3) . I n this case, the relevant  informat ion must

-submission 
phase and public consultat ions (EFSA, 2021b) .

I n case the applicant  does not  provide the requested addit ional informat ion or responds by 
providing inadequate informat ion, EFSA will not  reiterate already formulated requests nor 

77 I n line with Ar t icle 11(4) of Regulat ion (EU)  2015/ 2283 and 
included in 

EFSA Adm inist rat ive guidance for t he processing of applicat ions for regulated products (EFSA, 2021d) .
78 See Sect ion 2.3.1 of - cycle of applicat ions for regulated 

products (EFSA, 2021e) .
79 I n case EFSA considers the subm ission incom plete, within 15 work ing days from  receipt  of the addit ional 

inform at ion, the applicant  is asked to provide clar ificat ions and the clock remains on hold.
80 Pursuant to Sect ion 2.6.
81 For the types of studies to be not if ied, see Quest ion 4 of Par t  B of the 

Arrangements.
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will ask for the same informat ion a second t ime. I n this case, EFSA reserves the right  to 
complete the r isk assessment  with the available informat ion.82

I f the applicant  needs to perform changes in other sect ions not  covered by the ongoing 
request  for addit ional inform at ion, the applicant  should include a short  text  in the free- text  
box in the e-subm ission system, indicat ing which addit ional sect ions it  needs to update. 
EFSA will be able to open for edit ing the addit ional sect ions only after the applicant  submits 
the answer to the ongoing request .

After receipt of the addit ional informat ion or clarificat ions, the scient ific r isk assessment  is 
restarted ( re-start  the clock procedure83) and the status of the applicat ion in the e-
subm ission system is updated accordingly.

I n case EFSA needs further clar ificat ions on an applicat ion or on the subm it ted addit ional 
informat ion, EFSA may decide to invite .84 I n such 
case, the applicant  is invited to at tend the corresponding agenda
group or Panel m eet ing to answer quest ions and to clar ify outstanding issues about  the 
subm it ted informat ion. 

Applicants are rem inded of the specific obligat ions of not if icat ion of studies commissioned
or carr ied out to support  the applicat ion (see Sect ions 2.2 and 2.3) .85 I f, following a more 
extensive verificat ion of the data subm it ted by the applicant , it  is detected that  the studies 
previously not if ied in accordance with Art icle 32b(2)  and (3)  of the GFL Regulat ion are not  
included in full in the submit ted applicat ion, EFSA requests the applicant  to provide 
just ificat ions regarding any m issing data. 

The applicant  is informed that  the t ime lim it within which EFSA is required to deliver its 
scient if ic opinion is suspended, pending the provision of valid just if icat ions for the absence 
of certain data of studies previously not if ied. EFSA assesses the just ificat ions provided by 
the applicant . 

I f the just if icat ions are considered valid, the r isk assessment  process re-starts and the 
applicant  is inform ed accordingly.

I f the just ificat ions provided by the applicant  are not  considered valid, the applicant  is 
requested to submit  the m issing data of the not ified study/ ies. The applicant  is also 
informed that  the r isk assessment  process will remain suspended for six m onths after the 
subm ission of any m issing data relat ing to any support ing studies.86

For details on implicat ions and durat ion of the 
Arrangements on pre-submission phase and public consultat ions (EFSA, 2021b) .

82 In accordance with Article 11(5) of Regulation (EU) 2015/2283.
83 See Sect ion 2.12 of Adm inist rat ive guidance for t he processing of applicat ions for regulated products 

(EFSA, 2021d) for details.
84 See Sect ion 2.3.3 of - cycle of applicat ions for regulated 

products (EFSA, 2021e) .
85 I n accordance with Ar t icle 32b(2)  and (3) of the GFL Regulat ion.
86 I n accordance with Ar t icle 32b(6)  of the GFL Regulat ion.
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The draft scient ific opinion is presented to the EFSA NDA Panel for adopt ion at  a plenary 
meet ing. I n case of adopt ion, the applicant  is not ified.87

Following the adopt ion of the scient if ic opinion by the Panel,  the process of publicat ion 
starts, and the scient if ic opinion is checked for editorial review. The applicant  is pre-
not if ied88 at  least  36 hours pr ior to publicat ion. The scient if ic opinion is then published89 in 
the EFSA Journal,90 implement ing the decision of EFSA on the confident iality (see Sect ion 
2.6) Pract ical Arrangements concerning t ransparency and 
confident iality (EFSA, 2021c) .

Should the opinion ident ify foreseeable effects regarding public health, animal health or 
the environment , and should these effects regard items that  were granted confident ial 

Pract ical Arrangements above, EFSA may review its init ial 
confident iality decision in accordance with Art icle 39c of the GFL Regulat ion. 

When the opinion is published, the status of the applicat ion in the e-subm ission system 
shows that  the r isk assessment  is finalised.

2.9. Spontaneous subm ission of informat ion during the life-cycle of an 
applicat ion

The applicant  is expected to submit  a com plete applicat ion, including all relevant  
informat ion available at  the t ime of subm ission of an applicat ion. The spontaneous 
subm ission of informat ion by an applicant  on its own init iat ive and without  a formal request  
for informat ion by EFSA is possible but  lim ited to:

newly produced data; and/ or
informat ion which was not  available to the applicant at  the t ime of the subm ission 
of the applicat ion; and/ or
inform at ion not  previously requested by EFSA.

Spontaneous inform at ion91 should be submit ted as early as possible during the r isk 
assessment  process, and the applicant  should explain how it  may influence the r isk 
assessment .

87 See Sect ion 2.4.1 of Catalogue of support  init iat ives dur ing the life- cycle of applicat ions for regulated 
products (EFSA, 2021e) .

88 See Sect ion 2.4.2 of Catalogue of support  init iat ives dur ing the life- cycle of applicat ions for regulated 
products (EFSA, 2021e) .

89 ht tps: / / www.efsa.europa.eu/ en/ corporate/ pub/ sops
90 EFSA Journal:  ht tps: / / www.efsa.europa.eu/ en/ publicat ions
91 See Sect ion 2.13 of Adm inist rat ive guidance for t he processing of applicat ions for regulated products 

(EFSA, 2021d) .
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The spontaneous inform at ion should be provided92 through the e-submission system
exclusively following prelim inary contact  with the relevant  EFSA unit 93 which will indicate 
the path to subm it  the spontaneous informat ion. 

The provisions on not ificat ion of studies (see Sect ions 2.2 and 2.3)  as well as the provisions 
on confident iality and proact ive disclosure of the informat ion, as detailed in Sect ions 2.6
and 2.7 apply to spontaneous submission of informat ion.94

2.10. Withdrawal of an applicat ion

An applicant  can withdraw its applicat ion at  any t ime.95 The request  for withdrawal should 
be inserted direct ly in the e-subm ission system  following the inst ruct ion provided in the e-
subm ission system user guide.96

Once the intent ion to withdraw the applicat ion is confirmed in the e-submission system, all 
aspects related to the applicat ion process stop (e.g. r isk assessment , assessment  of 
confident iality) . 

When an applicant  withdraws its applicat ion pr ior to the adopt ion of a confident iality 
decision (see Sect ion 2.6 and EFSA, 2021c) , EFSA, the European Commission and the 
Member States must not  make public the inform at ion for which the confident ial status had 
been requested.

I n case an applicant  withdraws its applicat ion after the adopt ion of a confident iality 
decision, all actors having access to the relevant  inform at ion must comply with the 
confident iality decision.

For the effects of the withdrawal on informat ion made publicly available on the OpenEFSA 
portal, Pract ical Arrangements concerning t ransparency and 
confident iality (EFSA, 2021c) , which give a comprehensive overview of the applicable 
procedure.

The withdrawal of an applicat ion after the adopt ion of a scient ific opinion has no effect  on 
the adopted output , which will be in any case published, and remain published, on the 
EFSA Journal.

The withdrawal of an applicat ion does not  prevent  the applicant  to subm it  a new applicat ion 
at  any t ime following the withdrawal.

92 I n accordance with Ar t icle 11(6)  of Regulat ion (EU)  2015/ 2283.
93 Dur ing suitabilit y check phase, unt il validat ion applicants should refer to the FDP unit  (see Sect ion 2.5) at  

fdp@efsa.europa.eu;  dur ing the r isk assessment  phase, applicants should contact  the RAL unit  (see Sect ion 
2.8) at  ral@efsa.europa.eu.

94 Spontaneous subm issions are proact ively  dissem inated to the extent  t hey are accepted by EFSA for  use in t he 
r isk assessment

95

(EFSA, 2021d) .
96 See last  version of ESFC user guide available at :  ht tps: / / food.ec.europa.eu/ hor izontal- topics/ general- food-

law/ t raining-and-support_en.
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2.11. Preparat ion of the dossier
2.11.1. Language

When submit t ing an applicat ion under this guidance, please note that  EFSA operates in 
accordance with its Decision on the Linguist ic Regime97, which recognises English as its 
working language. I n order to facilitate the evaluat ion of the applicat ions, scient if ic and 
technical documentat ion should be submit ted in English. EFSA m ay request the applicant  
to provide t ranslat ions of the parts of the dossier that  are not  submit ted in English.

2.11.2. St ructure of the dossier

When entering the e-submission system, the respect ive regulated product  area ( i.e., Novel 
foods, Authorisat ion list :  Novel food authorisat ion)  and type of applicat ion should be 
selected:

New Novel food;  
Modificat ion of an already authorised novel food.

I n case of applicat ions for modificat ion of an exist ing authorisat ion, the applicant  should 
also select  the concerned ent ry from  the Union list .  

The e-submission system has a pre- filled table of content . The informat ion required by the 
system for subm it t ing a novel food applicat ion is detailed below:

Adm inistrat ive data
Sum m ary data
Technical dossier , with the full informat ion. Any informat ion claimed to be 
confident ial should be boxed or earmarked.

When applicable, applicants must also provide:

A non- confident ial ( i.e. public) version of docum ents (with the elements 
claimed to be confident ial irreversibly blackened98) , for any document for which a 
confident iality request is presented in accordance with Sect ion 2.6.

2.11.2.1. Administ rat ive data

The following informat ion should be provided via the e-submission system:

I dent ity of the novel food to be authorised (name (non-commercial) ,  descript ion, 
novel food category) ;
Applicant (s)  as defined in Art icle 3(2) (d)  of Regulat ion (EU)  2015/ 2283 (applicant  
name, email, phone, website, post-code, count ry, address) ;
Person responsible for the dossier contact  details (applicant  name, contact  name, 
email,  phone, website, post -code, count ry, address) ;

97 See Decision of the Execut ive Director  on the Linguist ic Regim e of EFSA, 20 April 2015, REF. 
EFSA/ LRA/ DEC/ 14046420/ 2015

98 See addit ional inform at ion on how to apply the blackening in Sect ion 2.11.4.
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Producer producer name, email, phone, website, post -code,
count ry, address) ;
Confident iality (yes/ no) ;  
Scope of the applicat ion ( in case of applicat ions for modificat ion of the term s of the 
authorisat ion) ;
Data Protect ion (yes/ no) I f yes, the applicant  should provide, in a single file, a table 
list ing all the documents of the dossier for which data protect ion is requested, along 
with a just ificat ion for each request 99;
Proposed ent ry in the Union list :

Condit ions of use (Food category, Maximum  level of use) ;
Specific labelling requirem ents;
Other requirem ents;

Regulatory status outside the EU (under considerat ion, withdrawn, authorised, 
rejected, expired) 100;
Cover Let ter101, specifying the content  of the submission102;
I nformat ion on a previously declared non-valid applicat ion, as a result  of non-
compliance with Art icle 32b of the GFL Regulat ion, where applicable (see Sect ion 
2.5) .

2.11.2.2. Public summ ary of the dossier

A short  summary of the dossier must be provided.103 This document  will be made available 
to the public through the OpenEFSA portal once the applicat ion is considered valid along 
with the non-confident ial version of the applicat ion dossier. I t must not  contain any 
confident ial informat ion.

99 The decision on grant ing the protect ion of proprietary data under Ar t icle 26 of Regulat ion (EU)  2015/ 2283 falls 
under the responsibilit y of the European Com mission. With respect  to t he handling and use of proprietary data 
by EFSA, it  should be noted that  where evidence for the safety of a novel food includes a request  for t he 
protect ion of proprietary data, the NDA Panel considers in it s opinion whether t he data were essent ial in order 
to establish the safety of the novel food and without  it  the Panel could not  have concluded or whether  t he safety 
of t he novel food could have been assessed without  the data claim ed as proprietary by the applicant .

100 I f  the novel food has been subm it ted by the applicant  to a regulatory body for authorisat ion outside the EU, 
the status of t he evaluat ion by each regulatory body ( if m ore than one) should be indicated as appropriate: 1. 
Under considerat ion the proposed condit ions of use ( if  they are different ) , the date of subm ission, and the 

recipient  regulatory body should be specif ied; 2. 
the novel food that  was withdrawn, the date of withdrawal, and the reasons for  withdrawal should be specif ied. 
The regulatory body at  the t im e of withdrawal should be indicated;  3. 
they are different )  of the novel food that  has been approved, and the date of approval should be specif ied. The 
author ising regulatory body should be indicated, and if  available, a copy of the scient ific opinion of the 
regulatory body which author ised the novel food should be provided;  4. he reasons 
for reject ion should be specif ied. The regulatory body that  rejected the novel food should be indicated, and if  
available, a copy of the scient if ic opinion of the regulatory body that  rejected the novel food should be provided.

101 According to Annex I  of Com mission I m plement ing Regulat ion (EU)  No 2017/ 2469.
102 I n case of re-subm ission of an applicat ion previously declared not  valid due to non-com pliance with obligat ions 

of study not ificat ions, in the cover let ter t he applicant  should also refer to the re-subm ission by using the 
This is a re-subm ission of the applicat ion EFSA-Q-YYYY-NNNNN, supported by Dossier 

num ber:  NF-YYYY-NNNN which was previously considered not  valid due to non-com pliance with obligat ions of 
study not ificat ions .

103 I n accordance with the requirem ents of Art icle 10 of Regulat ion (EU) 2015/ 2283.
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2.11.2.3. Technical dossier

The technical dossier included in an applicat ion for a novel food must  comply with the 
applicable legal requirem ents. I t  should be compiled according to relevant  EFSA scient ific 
guidance docum ents104 and according to the format  illust rated in this guidance document .
For further informat ion and detailed requirements on the specific scient ific data to be 
provided in the applicat ion, please refer to EFSA Guidance on the scient if ic requirem ents 
for an applicat ion for authorisat ion of a novel food in the context  of Regulat ion (EU)  
2015/ 2283 (EFSA NDA Panel, 2024) .

As detailed in Sect ions 2.6 and 2.7, the technical dossier will also be m ade available to the 
public through the OpenEFSA portal except  for informat ion that  has been claimed by the 
applicant , and acknowledged by EFSA, as confident ial.

The technical dossier should include detailed reports of all studies done and all the raw
data of those experimental studies in a workable electronic format . Pr ior to submission of 
the applicat ion, applicants are advised to verify that  all studies included in the technical 
dossier have been not ified to EFSA by all part ies involved as required by the GFL Regulat ion 
(see Sect ion 2.2) .105

Applicants should summarise the principal inform at ion in a one stand-alone PDF document
for each sect ion as required by the e-subm ission system (see Table 1 below) .

Detailed reports of all non-previously published studies perform ed in support  of the 
applicat ion, e.g. full documentat ion of experiments, full descript ion of analyt ical m ethods 
and all raw data should be provided as separate annexes and uploaded in the 
corresponding sect ion(s) (see Table 1) . This also applies to cases where studies were 
previously subm it ted to EFSA as part  of other applicat ions, and data sharing agreements 
are submit ted by applicants. Data sharing agreem ents exempt the data from the general 
prohibit ion of use guaranteed by data-exclusivity rules and/ or intellectual property r ights 
( I PRs) , i.e., informat ion for which a previous applicant  had ownership.106 However, data 
sharing agreements do not  exempt the applicants from submit t ing in the applicat ion those 
study reports/ documents to which the data sharing agreement  refers.

A single file should be produced for each annex and each bibliographic reference/ published 
study. When referr ing to a specific annex or a bibliographic reference in the m ain text , a 
unique ident if icat ion should be used (e.g. Annex 2 .
bibliographic references/ published studies) . The applicant  should upload the annexes in 
the sect ions of the technical dossier where they are cited. I f an annex is cited in m ore than 
one sect ion, it  should be uploaded only in the sect ion for which the annex is m ost  relevant , 
while in the other sect ion(s)  a reference to it  and its locat ion in the technical dossier is 

104 ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ novel- food- t radit ional- food/ regulat ionsandguidance
105 I n accordance with Ar t icle 32b of the GFL Regulat ion.
106 As indicated in Art icle 26(1) of Regulat ion (EU)  No 2015/ 2283.
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The applicant  must  ensure that  terms and condit ions asserted by any rightsholder of 
studies, inform at ion or data submit ted to EFSA are fully sat isfied. The applicant  may 
consult  with copyright  licensing authorit ies ( i.e. at  nat ional level)  for guidance on 
purchasing the appropriate licenses to provide studies, informat ion or data to EFSA, taking 
into account  the proact ive disclosure requirements as detailed above.107 For publicat ions 
already available to the public upon payment  of fees (e.g. studies published in scient ific 
journals)  for which the applicant  does not  have or cannot  obtain intellectual property r ights
( I PRs)  for the purposes of the proact ive public disclosure requirem ents, the applicant
should flag the publicat ions in the e-

and provide a copy of the relevant  publicat ions to be used for the scient ific 
assessment  purposes only. I n addit ion, the relevant bibliographic references/ citat ions (e.g. 
t it le, author names, journal name, issue num ber)  should be provided in the free- text  box 
available in the e-submission system.108

I n case the publicat ions are provided in a folder and are all available in the public domain, 
the applicant  should flag the full folder in the e-

nd include in the free- text  box in the e-submission system 109

a sentence indicat ing that  the list  of bibliographic references/ citat ions has been provided 
in a separate file outside the folder for public dissem inat ion on the OpenEFSA portal.

Other docum ents which provide background informat ion but  have no direct  relat ionship 
with the dossier and can help the Panel m embers to assess the safety of the novel food 
may be included in the appropriate sect ions. 

All informat ion requested to be t reated as confident ial should be boxed or earmarked in 
the m ain text  of the sect ions and in the annexes of the technical dossier, as well as in all 
documents or inform at ion uploaded later during suitability check or in the r isk assessment  
process. This inform at ion should be irreversibly blackened in the non-confident ial version 
of the documents. To this end, a redact ion software tool that  blackens the relevant  text  
and fully removes the underlying informat ion from the document should be used. Part icular 
at tent ion should be paid to ensure full alignment  of the informat ion boxed or earm arked in 
the confident ial version with the informat ion irreversibly blackened in the non-confident ial 
version.

The informat ion required in the technical dossier and the recommended format  are 
presented in Table 1 below. The applicant  should duly just ify any deviat ions from the 

.

Table 1:   I nformat ion required in the technical dossier and recommended format  for 
novel food applicat ions

107 Please also consult  the sect ion guide. The latest  version of t he 
ESFC User guide can be found at :  ht tps: / / food.ec.europa.eu/ hor izontal- topics/ general- food- law/ t raining-and-
support_en.

108

109
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CONTENT OF 
THE 

TECHNI CAL 
DOSSI ER

I NFORMATI ON TO BE 
PROVI DED

EXPECTED ACTI ON FORMAT

Pre-
applicat ion 
inform at ion

Pre-applicat ion I D(s) I nsert  all relevant  pre-
applicat ion I D(s)  received 
by EFSA in the pre-
subm ission phase for the 
novel food which is the 
subject  m at ter of the 
applicat ion.

Free text

I nform at ion on studies that  
have been not ified in 
database of study 
not ificat ions, but  not  
subm it ted in the applicat ion
or withdrawn. 

I nsert  study I D generated 
by 
study not ificat ions for each 
study not ified, and 
just ificat ion for non-
inclusion in the applicat ion
or withdrawn, if relevant .

Free text

I dent ity of the
novel food

I dent it y and descr ipt ion of 
the novel food following the 
requirem ents of Sect ion 1 of 
the Scient ific guidance.

Upload a file containing 
the m ain text  of the 
sect ion.

PDF

Upload any related 
support ing inform at ion, 
study reports, cert ificates 
of analysis for each 
analysis perform ed, raw 
data, etc.

PDF/ Excel

Product ion 
process

Detailed descript ion of the 
product ion process. I f the 
descript ion on the 
product ion process contains 
inform at ion for which a 
confident iality  request  has 
been subm it ted110 a non-
confident ial sum m ary of the 
product ion process should 
also be provided, including 
all steps of the process with 
a general descript ion of the 
operat ional condit ions and 
safety- related param eters.

Measures of product ion 
cont rol, and quality and 
safety assurance. Flow chart  
of product ion process. 
Considerat ions for specific 
product ion process steps 
and for specific novel food 
categories.

Upload a file containing 
the m ain text  of the 
sect ion.

PDF

Upload any related 
support ing inform at ion, 
study reports,  cert ificates 
of analysis for each 
analysis perform ed, raw 
data, etc.

PDF/ Excel

Com posit ional 
data

Characterisat ion of the novel 
food. Qualitat ive and 
quant itat ive data on the 

Upload a file containing 
the m ain text  of the 
sect ion.

PDF

110

t ransparency and confident ialit y  (EFSA, 2021c) .
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CONTENT OF 
THE 

TECHNI CAL 
DOSSI ER

I NFORMATI ON TO BE 
PROVI DED

EXPECTED ACTI ON FORMAT

com posit ion. I nform at ion on 
im purit ies/ contam inants and 
stabilit y of the novel food. 
I nform at ion on analyt ical 
m ethods.

Upload any related 
support ing inform at ion, 
study reports, cert ificates 
of analysis for each 
analysis perform ed, raw 
data, etc.

PDF/ Excel

Specificat ions Key param eters that  
character ise the novel food. 
Lim its and inform at ion on 
the m ethod used for each 
selected param eter.  
Rat ionale for the selected 
param eters. 

Upload a file containing 
the m ain text  of the 
sect ion.

PDF

Upload any related 
support ing inform at ion, 
study reports, cert ificates 
of analysis for each 
analysis perform ed, raw 
data, etc.

PDF/ Excel

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

Com prehensive literature 
review on history of use of 
the novel food and its 
source, and hum an studies 
on relevant  safety 
outcom es. I nform at ion on 
the search st rategy used to 
ret r ieve the studies. 

Upload a file containing 
the m ain text  of the 
sect ion.

PDF

Upload any related 
support ing inform at ion, 
study reports, cert ificates 
of analysis for each 
analysis perform ed, raw 
data, etc.

PDF/ Excel

Proposed uses 
and use levels 
and 
ant icipated 
intake of the 
novel food

Target  populat ion. Form  of 
uses, food categories, 
m axim um am ounts as 
consum ed. Ant icipated and 
com bined intake of the 
novel food from  other 
sources. Exposure to 
undesirable substances and 
precaut ions and rest r ict ions 
of use.

Upload a file containing 
the m ain text  of the 
sect ion.

PDF

Upload any related 
support ing inform at ion, 
study reports, cert ificates 
of analysis for each 
analysis perform ed, raw 
data, etc.

PDF/ Excel

Absorpt ion, 
dist r ibut ion, 
m etabolism  
and excret ion

Data on absorpt ion, 
dist r ibut ion, m etabolism  and 
excret ion in hum an and 
anim als, considering 
nut r it ional and toxicological 
im pact  of the novel food and 
following a t iered test ing 
approach. Duly just if icat ion
when the applicat ion of the 
t iered approach for ADME 
deems lower t ier data 
requirem ents as sufficient .
Bioavailability for novel 
foods proposed as new 
nutr ient  sources. For new 
sources of m icronut r ients 
quant ificat ion of relat ive 
bioavailability , whereas for 
new sources of 
m acronutr ients and/ or  other 
substances, bioavailability  
needs to be dem onstrated 
but  not  quant ified

Upload a file containing 
the m ain text  of the 
sect ion.

PDF

Upload any related 
support ing inform at ion, 
study reports, cert ificates 
of analysis for each 
analysis perform ed, raw 
data, etc.

PDF/ Excel
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CONTENT OF 
THE 

TECHNI CAL 
DOSSI ER

I NFORMATI ON TO BE 
PROVI DED

EXPECTED ACTI ON FORMAT

Toxicological 
inform at ion

Toxicological studies, 
genotoxicit y studies, 
repeated-dose toxicological 
studies carr ied out  with the 
novel food and following a 
t iered test ing approach.
Duly just ificat ion when the 
applicat ion of the t iered 
approach for  toxicology
deems lower t ier data 
requirem ents as sufficient .  
Rat ionale for the toxicity 
test ing st rategy applied. 
Hum an data.

Upload a file containing 
the m ain text  of the 
sect ion.

PDF

Upload any related 
support ing inform at ion, 
study reports, cert ificates 
of analysis for each 
analysis perform ed, raw 
data, etc.

PDF/ Excel

Upload the Appendix C
when results of 90-day 
study are showing 
( i)  a stat ist ically signif icant  
difference (at  least  
p< 0.05)  and/ or 
( ii)  a t rend in dose-
dependent  effect .

Excel

Nutrit ional 
inform at ion

I nform at ion on intake of 
nut r ients, ant inut rit ional 
factors, specif ic 
considerat ions for novel 
foods proposed as new 
sources of m icronut r ients 
and for novel protein 
sources.

Upload a file containing 
the m ain text  of the 
sect ion.

PDF

Upload any related 
support ing inform at ion, 
study reports, cert ificates 
of analysis for each 
analysis perform ed, raw 
data, etc.

PDF/ Excel

Upload the Appendix B
when the novel food 
subject  to the applicat ion 
is also suggested as a new 
nutr ient  source

Word

Allergenicity Protein content  of the novel 
food. I nformat ion on 
allergenic proteins in the 
novel food if derived from  
known allergenic foods.  
Com prehensive literature 
review on inform at ion on the 
novel food, its source and 
used raw m aterials, when 
the allergenic potent ial is 
unknown. 

Upload a file containing 
the m ain text  of the 
sect ion.

PDF

Upload any related 
support ing inform at ion, 
study reports, cert ificates 
of analysis for each 
analysis perform ed, raw 
data, etc.

PDF/ Excel

Concluding 
rem arks

Overall considerat ions of the 
inform at ion that  supports 
the safety of the novel food 
under the proposed 
condit ions of use. Consider 
toxicological relevant  
com ponents, toxicit y 
studies, adverse effects and 
sources of uncertaint ies. For 
novel foods that  are also 
nut r ient  sources, 
conclusions on both safety 
and ( relat ive)  bioavailability .

Upload a file containing 
the m ain text  of the 
sect ion.

PDF

Upload any related 
support ing inform at ion, 
study reports, cert ificates 
of analysis for each 
analysis perform ed, raw 
data, etc.

PDF/ Excel
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CONTENT OF 
THE 

TECHNI CAL 
DOSSI ER

I NFORMATI ON TO BE 
PROVI DED

EXPECTED ACTI ON FORMAT

References All references support ing the 
applicat ion together with a 
list  of references.

Upload all 
references/ published 
studies intended to 
support  the applicat ion. 

PDF, 
one file for each 
reference

Upload a list  of all 
references (bibliographic 
references/ published 
studies)  subm it ted in 
support  of the applicat ion,
following the indicat ions 

PDF

List  of 
annexes and
checklist

List  of annexes, suitabilit y 
checklist  (SClist )

Upload a list  of all annexes 
subm it ted in support  of the 
applicat ion, following the 
indicat ions given below 

PDF

Upload the SClist  using the 
tem plate provided in 
Appendix A

Word

Note on the preparat ion of the technical dossier  for the m odificat ion of an exist ing 
authorisat ion for a novel food

The applicant  may apply for adding, removing or changing111:

the condit ions of use, 
the specificat ions, 
addit ional specific labelling requirements or 
post -market  m onitor ing requirements 

The dossier support ing the applicat ion should be prepared in accordance with the 
requirements of Regulat ion (EU)  2015/ 2283, Commission I mplement ing Regulat ion (EU) 
2017/ 2469 and Guidance on the scient if ic requirements for an applicat ion for 
authorisat ion of a novel food in the context  of Regulat ion (EU)  2015/ 2283 (EFSA NDA 
Panel, 2024) .112

The applicant  should evaluate which informat ion and data need to be provided in order to 
support  that the proposed modificat ions do not  impact  on the safety of the authorised 
novel food. I t  m ay not  be necessary to provide all the data, where the applicant  provides 
verif iable just ificat ion explaining that  the proposed changes do not  affect  the results of the 
exist ing risk assessment .

List  of references

A list  of all the bibliographic references/ published studies subm it ted in support  of the 
applicat ion should be -subm ission system. 

111 I n accordance with Com mission I mplement ing Regulat ion (EU)  No 2017/ 2469.
112 ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ novel- food- t radit ional- food/ regulat ionsandguidance
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Applicants are advised to list  the references in alphabet ical order. The following standard 
format  is recomm ended when list ing the bibliographical references:

Authors [ add names in the format:  Surname followed by I nit ial(s) , Surname followed by 
I nit ial(s) & Surname followed by Init ial(s) ]  (Year of publicat ion) . Tit le. Periodical Tit le, 
Volume( I ssue) , pp-pp.

See for example:

Alderman G. & Stranks MH. (1967) . The iodine content  of bulk herd m ilk in summer in 
relat ion to est imated dietary iodine intake of cows. Journal of the Science of Food and 
Agriculture, 18(4) , 151 153.

Every submission ( i.e. submission of the dossier, informat ion submit ted following request  
for m issing or addit ional informat ion)  should include an updated version of the List  of 
references.

List  of annexes

A list  of all non-previously published studies and documents submit ted in support  of the 
applicat ion should be uploaded under List  of annexes and checklist in the e-
subm ission system. Applicants are advised to list  the annexes by sect ions. 

All documents listed should be ident if ied using a unique ident ificat ion (e.g. Annex 2) . The 
corresponding file name should contain the number and a short  descript ion of the content  
(e.g. Annex 2_Effect  on xx.pdf) . Reference in the text  of the technical dossier to a specific 
document  should be done using this unique ident if icat ion for each cited document .

Every submission ( i.e. submission of the dossier, inform at ion submit ted following request  
for m issing or addit ional informat ion)  should include an updated version of the List  of 
annexes.

2.11.3. Metadata

For every file uploaded to the e-submission system, the applicant  needs to fill in and/ or 
define a set  of m etadata, i.e. addit ional informat ion linked to that  file:

Docum ent type:  (e.g. main text , study report , raw data, cert ificate of analysis, 
etc.) . The applicant  should define the document  type from a given list ;

t ional set  of metadata needs to be filled in (e.g. authors, study 
type, complet ion date, 
not if icat ions, or just if icat ion if not previously not if ied in the database, or just ificat ion 
for any deviat ions from the study not if icat ion obligat ions, etc.) . 

Applicants m ay also insert confident iality requests for certain elem ents included in the 
uploaded files (see Sect ion 2.6.3 for the elements for which confident iality can be 
requested) and define the different  elements of their request :  the confident iality ground(s)
and condit ions ( to select  from given lists) ,  j ust ificat ion, excerpt  of the text , locat ion in the 
file ( free- text  fields) . Mult iple confident iality requests may be submit ted per file.
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Technical aspects on how the different  metadata can be viewed/ inserted, are described in
the e-submission system user guide.113

2.11.4. Preparat ion of confident ial and non-confident ial version

Detailed inst ruct ions on how to submit  confident iality requests are provided in the e-
subm ission system user guide114 user guide on confident iality.115

I t  is recalled that , should the documents submit ted include elements that  are claimed to 
be confident ial, the applicant  m ust  upload a version including the elem ents claim ed 
confident ial, where the confident ial informat ion is boxed or earmarked (confident ial 
version, not  for public disclosure)  and a version with these elem ents irreversibly blackened 
(non-
subm it t ing the documents, part icular at tent ion must be paid to ensure full alignment  of
the inform at ion irreversibly blackened in the non-confident ial version with the informat ion 
boxed or earmarked in the confident ial version.

I t  is rem inded that :

in the confident ial version, the item s deemed confident ial by the applicant must be 
boxed, or earm arked. T
irreversible redact ion and is meant ensure the explicit  and dist inct  ident if icat ion of 
informat ion claimed confident ial during the confident iality or r isk assessment  
phases. Technically, it  can be achieved by using a technique that  allows to box the 

select  an area in order to display the item s deem ed confident ial as labelled;

example:

in the non-confident ial version, the items deem ed confident ial by the applicant  m ust  
be permanent ly masked. Technically, it  can be achieved by using a redact ion tool 
which ensures that  the redacted item is irreversibly blocked out  through a dedicated 
funct ionality.  
Several technical solut ions commonly in use dispose of a feature which allows to 
apply the m arked redact ion in an irreversible manner over the items deemed 
confident ial, once the file is closed and saved as a redacted/ sanit ised version;

example of redact ion funct ionalit ies:

          

113 See the last  version of ESFC user  guide available at :  ht t ps: / / food.ec.europa.eu/ hor izontal- topics/ general- food-
law/ t raining-and-support_en

114 See the last  version of ESFC user  guide available at :  ht t ps: / / food.ec.europa.eu/ hor izontal- topics/ general- food-
law/ t raining-and-support_en

115 ht tps: / / www.efsa.europa.eu/ sit es/ default / f iles/ 2022-03/ user-guide-subm ission-confident ialit y- requests.pdf
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I n case the file to be redacted is not  a .pdf file, the applicant  should convert  it  into a .pdf 
file to m ake sure that  the redact ion is irreversibly applied. I f the file cannot  be converted 
into a .pdf due to technical reasons, the applicant  should provide as non-confident ial 
version, a document  where this lim itat ion is ment ioned and just if ied.

I n case a full document  is claimed confident ial, the public version must be blackened in an 
irreversible manner in full.  To this extent ,  it  is recommended that  the public non-
confident ial version contain the same number of pages as the confident ial version and 
include a t it le (with no confident ial informat ion)  to ident ify its content .

Failures in redact ing

black/ white/ coloured shapes or objects and drawing or any other way to blacken/ hide the 
informat ion other than the specific redact ion funct ionalit ies does not  lead to the permanent  
and irreversible m asking of the items deemed confident ial and will therefore allow the 
disclosure of the informat ion in quest ion.

EFSA recommends that  before subm it t ing a non-confident ial version of a document  where 
redact ion has been applied, you test  the irreversibilit y of the applied redact ions to verify 
whether the item s deem ed confident ial are effect ively blocked out , for example:

I f the black shape/ box/ rectangle is moved or deleted as an object  and there is no 
text  underneath, the item  deemed confident ial is not  only blackened but  also 
irreversibly blocked out :  the redact ion has been correct ly applied. On the cont rary, 
if the black shape is moved or deleted and the text  underneath st ill shows up, the 
item has been blackened but  not  blocked out :  no redact ion has been applied.
I f the cursor is pointed over the black shape and, by copy-past ing, text / item s 
deemed confident ial can be pasted in a blank document , the item has been 
blackened but  not  blocked out :  no redact ion has been applied.

Furthermore, the complete rem oval in the non-confident ial version of ent ire sentences, 
paragraphs, item s, pages performed by delet ing the inform at ion without  applying the 
redact ion must  be avoided as this would imply the absence of the said elements from the 
documents that  m oreover would not  correspond to their  confident ial version. 

Redact ion of embedded non-display data or metadata must  be applied permanent ly and 
irreversibly through the dedicated funct ionality,  before the file is closed and saved as a 
redacted/ sanit ised version.

2.11.5. File form at  and nam ing 

EFSA st rongly recommends that  each document, including annexes ( i.e. study reports, raw
data, published studies and any other document  in the technical dossier) be elect ronically 
searchable and accessible to allow downloading and print ing of the file. This applies to all 
docum ents or  inform at ion uploaded as part  of the init ial submission, or later during
suitabilit y check or in the r isk assessment  process.
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The recomm ended format for the major ity of the elect ronic files is portable document 
format  (PDF) .

Submission of datasets (e.g. raw data)  should be done using other appropriate common 
elect ronic formats (preferably MS Excel) .

The elect ronic files should not  include any security set t ings that  may interfere with the 
process of assessment  by the reviewers. For instance, if a document is protected with a 
password, this should be provided.

File names should not  include special characters, such as:  /  :  *  ? "  <  >  |  # .

2.11.6. Page num bering

All pages in the documents submit ted as part  of the technical dossier should be numbered, 
with progressive numbers. Num erat ion should restart  at  the beginning of each document .

2.11.7. Tables and figures

Applicants are encouraged, where possible, to present  inform at ion in tabular form. Tables 
and figures should be inserted in their intended posit ions in the text  where feasible and 
should be numbered with a unique ident if icat ion number across the dossier. I t  is 
recommended to upload to the e-subm ission system also the respect ive Excel files 
containing data presented in tabular form.

I t  is bet ter not  to const ruct  a table covering several pages. When this cannot  be avoided, 
the header row should be repeated at  the top of each page. 

2.11.8. Standard units, term s and abbreviat ions

The I nternat ional System of Units (SI ) 116 should be used in report ing tests and studies. 
Other units m ay be used between parentheses if considered relevant . 

For the naming of chem ical compounds, and for chemical quant it ies, units and sym bols, 
the applicants should follow the I nternat ional Union of Pure and Applied Chemist ry ( I UPAC)  
nomenclature.117

Standard technical terms and abbreviat ions should be used. Acronym s and abbreviat ions 
should be defined when first  ment ioned. In addit ion, when acronym s and abbreviat ions are
used in a document , a list  of such acronyms/ abbreviat ions should be included in the 
document  uploaded through the e-subm ission system.

116 ht tps: / / www.bipm .org/ en/ publicat ions/ si-brochure/
117 ht tps: / / www.iupac.org/
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3 I nteract ion w ith EFSA staff  during the life - cycle of 
the applicat ion

EFSA has implemented several init iat ives to support  applicants in understanding the 
evaluat ion process of applicat ions for regulated products and to engage with them during 
all phases of the life-cycle of applicat ions ( i.e. pre-subm ission phase, preparat ion and
subm ission of the applicat ion, suitability check, r isk assessment and adopt ion 
scient if ic opinion, post -adopt ion phase) . 

For the different  possibilit ies of interact ion with EFSA in the different  phases of the 
applicat ion life-cycle, please consult -
cycle of applicat ions for regulated products (EFSA, 2021e).

The Catalogue also describes the dedicated support  EFSA offers to sm all and medium-sized
enterprises (SMEs) .

SMEs are st rongly encouraged to take advantage of the services available in order to 
benefit  from -subm ission phase.
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Useful links
Applicant  toolkit :
ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ toolkit

Pract ical Arrangem ents:
ht tps: / / www.efsa.europa.eu/ en/ corporate/ pub/ t r-pract ical-arrangements

ht tps: / / www.efsa.europa.eu/ en/ corporate-pubs/ quest ions-and-answers-efsa-
pract ical-arrangements

EFSA Journal:  
ht tps: / / www.efsa.europa.eu/ en/ publicat ions

Composit ion of the NDA Panel:
ht tps: / / www.efsa.europa.eu/ en/ panels/ nda

Minutes of EFSA Nut rit ion, Novel Foods and Food Allergens Working groups and 
composit ion of the Working groups:
ht tps: / / www.efsa.europa.eu/ en/ nut rit ion/ working-groups

I nformat ion on novel food and t radit ional food applicat ions:
ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ novel- food- t radit ional- food

Overview of regulat ions and guidance documents for novel food and t radit ional food 
applicat ions:
ht tps: / / www.efsa.europa.eu/ en/ applicat ions/ novel- food- t radit ional-
food/ regulat ionsandguidance

Frequent ly Asked Quest ions:
ht tps: / / connect .efsa.europa.eu/ RM/ s/ faq

Ask a quest ion webform:
ht tps: / / connect .efsa.europa.eu/ RM/ s/ new-ask-efsa- request

Novel foods topic:
ht tps: / / www.efsa.europa.eu/ en/ topics/ topic/ novel- food

novel foods:
ht tps: / / ec.europa.eu/ food/ safety/ novel_food_en

OpenEFSA portal:
ht tps: / / open.efsa.europa.eu
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Abbreviat ions
EC European Commission

EFSA European Food Safety Authority

ESFC E-submission food chain plat form

EU European Union

FDP Front -Desk & Workforce Planning Unit

GFL General Food Law

GPSA General pre-subm ission advice

I SO I nternat ional Organizat ion for Standardisat ion

I PR I ntellectual Property Rights

I UPAC I nternat ional Union of Pure and Applied Chemist ry 

NDA Panel on Nutr it ion, Novel Foods and Food Allergens

NI F Nut r it ion & Food I nnovat ion Unit

PDF Portable Docum ent  Format

RAL Risk Assessment  Logist ics Unit

SClist Suitabilit y checklist

SI I nternat ional System of Units

SME Small and Medium-sized Enterprise
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Appendices below can be found in the online version of this output  under 
sect ion:

ht tps: / / efsa.onlinelibrary.wiley.com/ doi/ abs/ 10.2903/ sp.efsa.2024.EN-9041

Appendix A - Suitability checklist

Appendix B - General inform at ion for  novel foods that  are also new  
nut rient  sources

Appendix C - Sum m ary table  of stat ist ically significant  observat ions 
in 9 0 - day studies


