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WELCOME AND INTRODUCTION

OBJECTIVES WHO WE ARE

- To help applicants better understand the * Presenters
procedure for novel food applications and the Patricia Romero Fernandez, Silvia Federici
support activities provided by EFSA during the _
pre-submission phase » Contributors

- To present the most common issues identified Federico Morreale, Irene Baratto, Ellen Van
during the suitability check of a novel food Haver, Costanza Casiraghi, Catalina Manieu,
application, based on two years of experience Sara De Berardis, llaria Mangerini, Oscar
with implementing the Transparency Gonzalez, Maja Gorgieva
Regulation * Moderator: Goran Kumric

« To address questions from participants
regarding EFSA’s procedures and common
issues related to novel food applications

Event organizer: Carolina Vastola

Event producer: Marina Canale

Technical support: Margherita Olivieri
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AGENDA

= f,

10.30-10.35 | Introduction and outline of the webinar Goran Kumric
10.35-10.55 Overview ofthg procedure for novel food applicationsand EFSA Silvia Federici
support activities
10.55-11.20

Most common issues identified during the suitability check

Patricia Romero Fernandez
11.20-11.40

Q&A session

11.40-11.45 | Conclusion

Goran Kumric




HOUSE KEEPING RULES

You are automatically connected to the audio broadcast. One-way audio (listen only mode).
The event is in English. Questions should be submitted in English via the Q&A chat;
This event is being recorded and recordings will be published on EFSA's website

After the event, attendees will receive a link to a survey to evaluate EFSA’s event & services

Presentation
window

Q&A box:

[ For any
questions
- related to
=S the topic or
unexpected
IT issues
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Novel Food Application Procedure



IS YOUR PRODUCT A NOVEL FOOD?

- Under EU Regulations, a novel food is any food that was not consumed to a significant
degree within the Union prior to May 1997

* As a first step, you should first verify whether or not the product you want to place on
the EU market, falls under the scope of

* You can consult the of novel foods on the European Commission website, to
see whether your product is an already authorised novel food

- If you are unsure whether your product is a novel food or not, you can contact the
where you first intend to place the food on

the market. EFSA is not in charge of deciding whether a food is novel or not


https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32015R2283
https://food.ec.europa.eu/safety/novel-food/authorisations/union-list-novel-foods_en
https://food.ec.europa.eu/system/files/2023-06/fs_novel-food_leg_list_comp_auth_reg_2018_en.pdf

NOVEL FOOD APPLICATION

« If your product qualifies as novel food, you must submit an application to the European
Commission, complying with Regulation (EU) 2015/2283 and

» The application must be submitted through
the e-submission food chain platform (ESFC)

* No fees will be charged for the submission
and the scientific assessment of an
application

« The application must fulfil the data
requirements described in the EFSA guidance
documents

T ESEC

The e-submission food chain (ESFC) platform is a
web-based application used by applicants to

create, submit and manage their applications.


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R2469-20210327
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R2469-20210327

NOVEL FOOD OVERVIEW AND PROCEDURE

« Novel food and traditional food X <+

< C @ efsa.europa.eu/en/applications/novel-food-traditional-food

B An official website of the European Union How do you know? v

EFSA Open EFSA EFSA Journal Connect

About -~ Newsroom » Topics -+ Resources v Publications Applications v Engage -~ Cart

EUROPEAN FOOD m English D Calendar ‘

SAFETY AUTHORITY

Home / Application procedures / Novel food

Novel food and traditional food applications
Share: 00@

Overview and procedure Regulations and guidance

Legal framework, administrative and

The authorisation and use of novel foods and food ingredients have been

harmonised in the European Union since 1997 when Regulation EC 258/1997 on technical guidance
novel foods and novel food ingredients was adopted. In 2013, the Commission ' _ _
presented a proposal for a new regulation on the matter. The co-legislators the Information on how to compile dossiers for

European Parliament and the Council have reached an agreement with the new applications d
Regulation EU 2015/2283. 8 V



NOVEL FOOD GUIDANCE DOCUMENTS

& Novel food applications: regula: X +
& C @ efsa.europa.eu/en/applications/novel-food-traditional-food/regulationsandguidance
2}

An official website of the European Union How do you know? v

EFSA Open EFSA EFSA Journal Connect

wefsa “ RS ES0R m English D Calendar [
SAFETY AUTHORITY

About ~ Newsroom - Topics v Resources - Publications Applications v Engage . Careers -

: with
———— i detailed description
_ of the procedure for a

Contents

Novel food applications: regulations and guidance novel food

Novel foods

Share:°o° See also application

Novel food / Regulations

EU legislation and EFSA guidance documents detail how to compile dossiers for PS .
submission and the information and studies required for the evaluation. EFSA’s .

id is updated larly licants should check they ing the latest . .
3:“;?;;;: ;;‘y,:;u arly so applicants should check they are using the lates! Wl't h d eta I I ed
Novel foods deSCI‘IptIOI’] Of the
Regulatory framework data req U I rements fOr
Regulation 2017/2469 on administrative and scientific requirements for novel a n Ovel food

foods applications &

Regulation (EU) 2020/1824 amending Implementing Regulation (EU) a p p | i Cat i O n

2017/2468 laying down administrative and scientific requirements concerning

traditional foods from third countries &

e Regulation 2017/2470 on establishing the Union list of novel foods &

e Regulation 2015/2283 on novel foods &

Administrative guidance and support initiatives


https://www.efsa.europa.eu/en/supporting/pub/en-6488
https://www.efsa.europa.eu/en/supporting/pub/en-6488
https://www.efsa.europa.eu/en/efsajournal/pub/6555

NOVEL FOOD APPLICATION PROCEDURE IN A NUTSHELL

Post-adoption
phase

Pre-submission Submission phase & Risk assessment
phase* Suitability check phase

/Legend: I
Potential applicant / applicant

EC: European Commission

EFSA: European Food Safety Authority

- / 0 Y

* As defined in



https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-pre-submission-phase-and-public-consultations.pdf

NOVEL FOOD APPLICATION PROCEDURE IN A NUTSHELL

Pre-submission Submission phase & Risk assessment
phase* Suitability check phase
* Potential applicant

requests general
pre submission
advice (optional)

Post-adoption
phase

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

/Legend: I
Potential applicant / applicant

EC: European Commission

EFSA: European Food Safety Authority

- J 11@

* As defined in



https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-pre-submission-phase-and-public-consultations.pdf

NOVEL FOOD APPLICATION PROCEDURE IN A NUTSHELL

Risk assessment
phase

Pre-submission Submission phase &

Post-adoption

phase* Suitability check phase

*Potential applicant *Applicant submits the

requests general pre applicationto EC
submission advice
(optional) *EC may consult EFSA for
the suitability check and
*Potential applicant make the application
notifies studies available to EFSA
commissioned or
carried out as of *EFSA performs the
27/03/21 (mandatory) suitability check of the
application
30 working days for
suitability check +
possible requests for
ﬁ_egend: \ information

Potential applicant / applicant
EC: European Commission
EFSA: European Food Safety Authority

o J 12@

* As defined in



https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-pre-submission-phase-and-public-consultations.pdf

NOVEL FOOD APPLICATION PROCEDURE IN A NUTSHELL

Risk assessment

Pre-submission Submission phase &

Post-adoption

phase* Suitability check phase phase
*Potential applicant *Applicant submits the +EC validates the application
requests general pre applicationto EC
submission advice «EFSA launches public
(optional) *EC may consult EFSA for consultation on the non-
the suitability check and confidential application
*Potential applicant make the application dossier
notifies studies available to EFSA
commissioned or *EFSA performs thorough
carried out as of *EFSA performs the risk assessment
27/03/21 (mandatory) suitability check of the
application *EFSA Panel adopts the

scientific output

30 working days for 9 months for risk o .

suitability check + assessment + Corllf'identla(\::lty dec;!smn-

possible requests for requests for additional g_‘a Img and proactive
ﬁ_e end: \ information information Isclosure

Potential applicant / applicant
EC: European Commission
EFSA: European Food Safety Authority

- / s Y

* As defined in



https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-pre-submission-phase-and-public-consultations.pdf

NOVEL FOOD APPLICATION PROCEDURE IN A NUTSHELL

Risk assessment

Pre-submission Submission phase & Post-adoption

phase* Suitability check

phase

phase

*Potential applicant +Applicant submits the +EC validates the application *EFSA publishes the
requests general pre applicationto EC scientific output
submission advice «EFSA launches public
(optional) *EC may consult EFSA for consultation on the non- *Based on EFSA's advice

the suitability check and confidential application the EC takes the decision

Potential applicant make the application dossier on granting authorisation
notifies studies available to EFSA of the novel food for
commissioned or *EFSA performs thorough placingitonthe EU
carried out as of *EFSA performs the risk assessment market
27/03/21 (mandatory) suitability check of the

application *EFSA Panel adopts the

scientific output

30 working days for 9 months for risk o .

suitability check + assessment + Confidentiality decision-

possible requests for requests for additional ?akllng and proactive
/Le end: \ information information Isclosure

Potential applicant / applicant
EC: European Commission
EFSA: European Food Safety Authority

- J 14w

* As defined in



https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-pre-submission-phase-and-public-consultations.pdf

Pre-submission activities



CONNECT.EFSA PLATFORM

> @ Dedicated IT platform for engaging with EFSA

®.® Connect f : iff T including:
D Bringing together EFSA and its and performing different activities, including:

stakeholders - Notification of studies

feed t0 ask us about pre subrmission advice - request General pre-submission advice

public consultations, public access to documents, .

notification of studies or other similar issues? The - ASk a QueStlon to EFSA

Connect platform is where you will find the - Par‘t|C|pa‘te in pub“c Consultations

answers.

- Important to register in advance to Connect.EFSA to be ready to perform
activities. Registration will require a verification step by EFSA and may
take a few days

- Important to get familiar with the user guides on how to perform pre-
submission activities: and



https://www.efsa.europa.eu/sites/default/files/2021-07/user-guide-pre-application-id.pdf
https://www.efsa.europa.eu/sites/default/files/2021-07/user-guide-notification-of-studies.pdf
https://www.efsa.europa.eu/sites/default/files/2021-07/user-guide-notification-of-studies.pdf

PRE-SUBMISSION ACTIVITIES

L&)

G connect Prior to initiating any pre-submission activity,

Bringing together EFSA and s applicants must request a pre-application ID.
Pre-submission activities can be performed from the

Need to ask us about pre-submission advice,

public consultations, public access to documents, pre-application ID:

notification of studies or other similar issues? The .. . .
Connect platform is where you will find the - NOtlflcatlon Of StUdles
answers.

- Request for general pre-submission advice (GPSA)

Pre-Application 1D
New application for JPQ

EFSA-ID-2023-000912

Details History
Request Name I
Mew application for JPQ EFSA-ID-2023-000912
Business Operator
ABCCompanySpa e
v Details
Subject .pplicationif® Food O i ]
JPQ Movel Foods

MNote@ Authorisation Type
Movel Food Authorisation 1 7 w
Application Type
e el Food




NOTIFICATION OF STUDIES (NOS)

sm—— Article 32b of the General Food Law

 Potential applicants must notify without delay the studies carried out or commissioned to
laboratories and other external testing facilities for regulatory purposes and for which,
pursuant to Union law, EFSA may or shall be requested to provide a scientific output,
including a scientific opinion

med  Obligations

« Studies must be notified before their starting date. Delayed notification or non-notification
must be justified

« All notified studies must be included in the application. Non-inclusion of notified studies
must be justified

- A justification is needed for studies that have been notified and then withdrawn from the
database

sl Compliance with NoS obligations

* Noresponse is foreseen from EFSA after the submission of a study notification. Compliance
is verified during suitability check

* In case of non-compliance with NoS obligations, the application is declared non-valid
- If the non-valid application is resubmitted, the suitability check will start after 6 months from

the resubmission M




NOTIFICATION OF STUDIES (NOS)

e Update of the Q&A on EFSA Practical Arrangements

- After two years’' experience of the notification obligation of Article 32b of the

*, it is understood that some analytical measurements should be exempted from the
NoS obligations (Question 4, Part B of )

e Studies exempted with the updated Q&A

 Analysis to assess the identity/composition of a product, including the determination of its
impurities and whole genome sequencing

» Analysis to determine physico-chemical properties
« Method validation studies

Applicability

« Ongoing applications
* Future applications

* Regulation (EC) No 178/2002


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02002R0178-20220701
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02002R0178-20220701
https://www.efsa.europa.eu/sites/default/files/2021-03/questions-and-answers-efsa-practical-arrangements.pdf

SUPPORT TO APPLICANTS — GENERAL PRE-SUBMISSION ADVICE

Do you have questions,
while preparing your
application, regarding the
applicablerules and the
content in guidance
documents?

General Pre-

Submission
Advice (GPSA)

More information on how to request a GPSA can be found in section 3.11 of the

Non-mandatory (but highly

recomTended)

Non-committal for the applicants nor
for EFSA and its Scientific Panels

Available for all kind of applications

Can be requested any time before
sending the application

Written advice given within 30
working days (35, if the advice is
given in a telemeeting)

Only a succinct summary of the
advice is published together with
the application upon its validation

and in


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fsites%2Fdefault%2Ffiles%2F2021-07%2Fuser-guide-pre-application-id.pdf&data=05%7C01%7C%7C517f12847fb8493c06d408db2c4ed74d%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C638152489345568626%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=H9yWmCnv8pVHyM9oMEWqa5K67wp7cEkGzBAP29lc7pg%3D&reserved=0
https://www.youtube.com/watch?v=3mbHUp_MEpQ

SUPPORT TO APPLICANTS - ASK A QUESTION

Do you have questions Not necessarily related to an
reggrdlf\g the status of application
applications, procedural I
steps, administrative/
scientific requirements Can be submitted anytime, not only
and/or IT tools*? during the pre-submission phase
Questions out of scope are those
AS k a related to rules and content for a
future application and to risk
management and interpretation of
Question — -
Replies given within 15 working days

Y

* Requests for technical assistance on ESFC should be addressed to


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

SUPPORT TO APPLICANTS - INITIATIVES FOR SMES

Already in place - Ask a Question fast processing:

 responses within 7 working days instead of 15

- fast processing: 15 working days instead of 30 3 - GPSA

* responses in tele-meetinginstead of in writing

2 Y



Most common issues in suitability check ..



MOST COMMON ISSUES IDENTIFIED IN SUITABILITY CHECK

Notification of studies (NOS)

Metadata of files in support of an application



MISSING OR INCOMPLETE INFORMATION

 Description of steps are not detailed enough
« When different productions process are used not all of them are completely described
 Quality control and safety assurance are not properly described

- Number of batches analysed is not enough (according to the EFSA GD should be
preferably at least 5 batches)

* Information on batches in main text does not match with the certificates of analysis
included or certificates are not provided

- Description and validation of “in house” methods are often not provided



MISSING OR INCOMPLETE INFORMATION

- Literature review not provided
« Search strategy of literature review not provided

« Information does not match with what is included in Cover letter and/or in section
“Proposed entry in the Union list”

 Laboratory accreditation or justifications are missing
» GLP certifications are not properly signed or not included



NOTIFICATION OF STUDIES (NOS)

General information on NoS and tools

* Notification should be done before the starting date of the study

+ Studies commissioned/performed before 27 March 2021 do not require a
notification, still they can be used in support of an application with simple
justification referring to the commission date

* Notification can be done even if the laboratory is not registered in Connect.EFSA

One study — One notification

« Timepoints part of a study do not need a separate notification (E.g. In Stability
studies no need to notify each timepoint separately)

== JUStifications

- Justifications for non-notification, non-inclusion, withdrawal, delayed notification of
studies or any deviation should be provided as detailed as possible

* Provide all the supporting evidences for any justification as part of the submission
of the application (E.g. proof that EU was not the original market by providing P

evidence of the submission of the specific study to another regulatory agency)




NOTIFICATION OF STUDIES (NOS)

- Justifications for non-inclusion of studies notified or justifications for study withdrawn

E-SUBMISSION t = Applicant Training ~ @

Applicant

\;' Submit )

Novel Foods Application

Technical Dossier .
NF-2022-57230 Dossier saved at 16:24:50

— Pre-Application information — (2]

Have you received a pre-application identification from EFSA?
DOSSIER DATA

@ Yes O No

Administrative Data
Pre-Application Identification*

Summary data

Technical Dossier
If necessary, please provide the study identifications of studies that have been notified in the database of study notifications (established by EFSA) that have not
been included in this application and/or have been withdrawn from the database. In addition, please provide justifications explaining the reasons why these
studies were not included or withdrawn, respectively.

The justification for the non-inclusion of pre-notified studies is not subject to confidentiality rules and will be disseminated once the dossier is validated. So
please consider this to be a public document in terms of personal and confidential information

— Remove

Remove

AUTHORISATION TYPE
Novel Food Authorisation 28

APPLICATION TYPE
New Novel Food Add




NOTIFICATION OF STUDIES (NOS)

- Justifications for non-notification of studies submitted in the dossier

E-SUBMISSION = Applicant Training - a
Applicant
O «

Novel Foods Application
NF-2022-57230

m + Pre-Application information

Technical Dossier

Dossier saved at 09:13:00

L2]
- ®
Administrative Data O Not applicable @
Summary data If applicable add one document
Files Type Status Date
Technical Dossier ' P @
- RFI During Suitability Check SDD - Software D ent 15,
Publicly Available @
O acquired s, IPR NOT ov
Document type @
Study Report - | Cleas
STUDY IDENTIFICATION @
Have you received a EFSA study identification ?
O Yes @ No
Justification for not notifying the study or notifying it with delay *
The justification that must be given to explain the reasons why a study was not notified or was notified with delay is not subject to confidentiality rules and will be disseminated once the dossier is validated. Therefcre, please consider in terms of providing personal and
confidential information that this justification will be disseminated exactly as provided
AUTHORISATION TYPE £
Novel Food Authorisation 29
Study ID type
APPLICATION TYPE o oL

New Hovel Food

Select a study D type




NOTIFICATION OF STUDIES (NOS)

- Justifications for delay notification of studies submitted in the dossier

E-SUBMISSION L
« Decument type @
Novel Foods Application Study Report
NF-2022-57230
Do o
EFSA study identification
Administrative Data

EFSA-

6
Summary data

Have you notified this study before the starting date?

Technical Dossier |

tion that must be given 1o explain the reasons why a study was not notified or was notified with delz
ation will be disseminated exactly as provided.

is not subject to confidentiality rules and will be disseminated once the

sier is validated. Therefore, please consider in terms of providing personal and confidential information that this

—

Study ID type

Select a study 1D type

Study type * Title *
Select a study type

Study completion date * Study quality type *

Select a study

Study guidelines

Vertebrate study

Select a study guidelines

Study author

AUTHORISATION TYPE
Novel Food A

APPLICATION TYPE

30



EXAMPLES OF JUSTIFICATIONS NOT ACCEPTED

—v >Studies are not notified/notified with delay due to lack of knowledge of applicable NoS

—_— X
— X

= obligation requirements (Article 32b(2) of the General Food Law)

request for information

S > Studies are not notified/notified with delay because they were performed after EC/EFSA

@ Self-declaration for non-notification/notified with delay of a study as EU was initially not
considered as a potential market (additional supporting evidence should be provided)

,@, Studies not notified/notified with delay as initially performed for research purposes only
when conducted according to OECD test guidelines and/or GLP

Y



NOTIFICATION OF STUDIES (NOS)

Resubmission of an application after non-validity due to NoS

« Resubmit a new application in ESFC as soon as all issues have been solved
providing the dossier/question number of the previous application declared non-
valid

« 6 months penalty starts from the moment of the resubmission of the
application and not the declaration of non-validity

2 Y



FILES METADATA

s Publicly available

sl DOcCument type

s Study identification




FILES METADATA: PUBLICLY AVAILABLE

Publicly available

( Submit )

Technical Dossier .
Dossier saved at 09:58:30

+ Pre-Application information [~]

— Identity of the novel food* [>]

O Not applicable @

If applicable add one document

Files Type Status Date [~]
- RFIDuring Suitability Check SDD - Software Design Document (7).docx 15/07/202217:33
= | Metadata

Publicly Available @
O Yes, IPR owned/acquired O Yes, IPR NOT owned @ No

Document type * @

Select a document type -

T



FILES METADATA: PUBLICLY AVAILABLE

Publicly available

- YES (for all published documents as e.g. publicly available reports, bibliographic references)
* Yes, IPR owned/acquired — applicant has the rights to disseminate the content
> Include a full text copy that will be made available in Open EFSA after validation
* Yes, IPRNOT owned — applicant does not have the rights to disseminate the content

»>Include a full text copy that will be used for assessment purposes only
»Include the bibliographic citation in the free-text box that will be made availablein Open EFSA after
validation

» NO (when documents are not published)

IPR - Intellectual Property Rights \‘.’I



FILES METADATA:

Document type

Technical Dossier

+ Pre-Application information

— Identity of the novel food*

O Not applicable @

If applicable add one document

DOCUMENT TYPE

Dossier saved at 09:59:24

(2]

1 non confidential file J0 2]

Files Type Status Date (2]
RFI During Suitability Check SDD - Software Design Document (7).docx 15/07/2022 17:33 e
- Metadata
Publicly Available @
O Yes, IPR owned/acquired QO Yes, IPR NOT owned @ No
Document type * @
Select a document type - Q@

Document type is mandatory

36



FILES METADATA: DOCUMENT TYPE

Document type

1.Technical dossier

2.Study report

3.Publication

4 Certificate of analysis

5.Laboratory accreditation certificate
6.Scientific summary

7 Raw data

8.Literature search

9.Code for statistical analysis
10.Data sharing agreement/Access letter
11.Copyrightlicenses

12.Flow charts

13.Graphs/Images

14.Cover letter

15.List of annexes

16.List of references

17.Check list

18.0ther supporting documents




FILES METADATA: STUDY IDENTIFICATION

Study identification

Document type @
Study Report -

STUDY IDENTIFICATION @

Have you received a EFSA study identification ?

® Yes O No

EFSA study identification *

Study ID type

Select a study ID type -

STUDY DETAILS @

Study type * Title
Select a study type - abc
Study completion date Study quality type
2023-10-04 GLP ¢
Study guidelines Vertebrate study
O Yes @ No

Select a study guidelines - '
Study author




CONFIDENTIALITY AND SANITIZATION



CONFIDENTIALITY AND SANITIZATION

- Identify parts on which confidentiality is requested in a clear and consistent manner
‘Confidential version and public version must always be submitted and should match

* Ensure information claimed confidential in one part is not visible in another part of the
document

Do not include watermark ‘confidential’ on parts of documents that you do not claim
confidential

* Properly name documents to distinguish between confidential and non-confidential version

* Refer to correct legal basis. If qualification is not self-evident, justify why the element falls
under that legal basis

* No unfounded confidentiality requests or requests on publicly available information



CONFIDENTIALITY AND SANITISATION

If applicable add one document

Files Type Status Date (2]
+ RFI During Suita y Check SDD - Soft 7). X t .
- docx It [ Confidential ] _

+

- 1 )

Non confidential file *

Grounds for confidential file *

Ground * @
Ground -
‘9 Excerpt of the text * @

7~ 7~
Related section * @
CONDITION HECK L (]
Potential harm
the public disclosure of the document, inforr atu a, t nte i plicant to a signifi ! L d ance P
heir tof 1 or legal per ece ission of the entialit It | & t re tage, le to calculate 1c
rnover/earnings, the ap it tinth e Justificatic t i r . ant
) atment ueste I I prot as acqu 1 a
ment, inf ) ’ i ent mat f th r
Novelty e
the document, informat o1 whi 1e ot finalised ) tied to EF ore tha on of the confident f the Tt i1c ?
e er than five years, the appl | provide a specific re 1 the f the respective Justif ul e till potent | t g



https://www.efsa.europa.eu/sites/default/files/2022-03/user-guide-submission-confidentiality-requests.pdf
https://www.efsa.europa.eu/sites/default/files/2022-03/user-guide-submission-confidentiality-requests.pdf

CONFIDENTIALITY AND SANITIZATION

« Use permanent sanitization in non-confidential version of documents for masking
confidential information and for personal data

- Earmarking/boxing of confidential information in confidential version of documents

=

Mark
Redaction ¥

* Non - confidential version

v Apply Redaction

« Confidential version %

Mark Dear Sir or Madam

w

Redaction


https://www.efsa.europa.eu/sites/default/files/2022-03/user-guide-submission-confidentiality-requests.pdf

CONFIDENTIALITY AND SANITIZATION

« Use permanent sanitization in non-confidential version of documents for masking
confidential information and for personal data

- Earmarking/boxing of confidential information in confidential version of documents

» Permanent sanitization does not mean highlighting in different colours, nor masking with
a black/white box

» Personal data includes names and addresses of natural persons involved in toxicological
studies and any other personal data including names, addresses, and/or signatures of
natural persons, contained in the different documents (e.g. certificates, studies)

&


https://www.efsa.europa.eu/sites/default/files/2022-03/user-guide-submission-confidentiality-requests.pdf

REPLYING TO REQUEST FOR INFORMATION (RFI)



REPLYING TO REQUEST FOR INFORMATION (RFI)

« An updated document should be submittedincludingthe requested information

« Do not use the text box to provide replies to the request for information as it will not

allow the publication as part of the dossier as required by the Transparency
Regulation and will not be considered for the risk assessment

—_——

(, Withdraw \) ( Resubmit )

Technical Dossier

Dossier saved at 17:13:53
+ Pre-Application information

2]

+ Identity of the novel food*

1 not applicable I

+ The production Process*®

1 not applicable J21

= Compositional data®

[ Not applicable @
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+ Choose file

Browse

Add document



REPLYING TO REQUEST FOR INFORMATION (RFI)

« An updated document should be submittedincludingthe requested information

« Do not use the text box to provide replies to the request for information as it will not
allow the publication as part of the dossier as required by the Transparency
Regulation and will not be considered for the risk assessment




REPLYING TO REQUEST FOR INFORMATION (RFI)

« An updated document should be submittedincludingthe requested information

- Do not use the text box to provide replies to the request of information as it will not
allow the publication as part of the dossier as required by the Transparency
Regulation and will not be considered for the risk assessment

== Dossier NF-2023-95079: Application On Hold - Request For Information | e
O Ye!

mmmmmmmm

D @
D ©
D ©
+ Absorption, Dist) D ©
+ Bioavailability (2]

o ‘Complete action ‘ Close ‘
+  Nutritional infort.swwmsses D ©
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o
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REPLYING TO REQUEST FOR INFORMATION (RFI)

- If the application is with the applicant after a request for information
* Reply to the request for information and include the sections to be opened
« A new request for information will follow opening the relevant sections
- If the application is with EFSA after received replies of Request for information

+ Contact EFSA staff by email at indicating the sections to be
unlocked

- A new request for information will follow opening the relevant sections
- Do not contact:


mailto:FDP@efsa.europa.eu
mailto:SANTE-E-SUBMISSION-FOOD-CHAIN@ec.europa.eu

REPLYING TO REQUEST FOR INFORMATION (RFI)

« Use ESFC tool to request an extension of use to provide requested information

E-SUBMISSION e ant Training @
Applicant
) s —_—

(' Withdraw ) (’ Resubmit )

Novel Foods Application
NF-2023-95079

Application On Hold - Request For Information

Dossier Overview Dossier saved at 17:21:08

17/10/2023 ° EFsA  EFSA update

Suitability/Completeness check deadline : 08/1

Mandate code

EFSA question number

ility deadline
ber 2023 12:59 AM 17/10/2023 e Request For Information - Deadline

RFI deadline : 17/11/2023 9

DOSSIER DATA { A
( )
E s
Overview
Administrative Data [1] 17/10/2023 . ec  Application On Hold - Request For Information

Summary data

Technical Dossier [3]

SROCESS DATA 17/10/2023 ° ersa  EFSA update
- Mandate code
Reguest For Information 4_

Presubmission Qverview
17/10/2023 ° ersA  EFSA update
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DOWNLOAD ALL FILES .ZIP ﬁ

AUTHORISATION TYPE 17/10/2023 ° ersA - Application Acknowledged by EFSA
Novel Food Authorisation 170 023-1484

Question Number: EFSA-0-2023-



REPLYING TO REQUEST FOR INFORMATION (RFI)

« Use ESFC tool to request an extension of use to provide requested information

E-SUBMISSION ~ e Applicant Training + a

Applicant

(’ Withdraw ) ( Resubmit )

Novel Foods Application
NF-2023-95079

© Deadline to resubmit your dossier : 17/11/2023 00:59 ( Request Extension

Request For Information

Dossier saved at 17:21:08

+ Administrative Data

4+ Technical Dossier

Suitability deadline

8 December 2023 12:59 AM

DOSSIER DATA

Overview

Administrative Data (1]
Summary data

Technical Dossier o

ROCESS DATA
Request For Information

Presubmission Overview

DOWNLOAD ALL FILES .ZIP ﬁ

AUTHORISATION TYPE 5 0

Novel Food Authorisation




REPLYING TO REQUEST FOR INFORMATION (RFI)

« Use ESFC tool to request an extension of use to provide requested information

E-SUBMISSION Food Chain piatform o] Applicant Training = @

Applicant
O, -

Novel Foods Application

Request RFI Extension
20231214 | Withdraw submit )
Extension Request Comments

NF-2023-95079 Dossier Overview We need more time to do the experiments

Lzt Suitability/Cot p

Dossier saved at 17:21:08

. Mandate code
EFSA question number

EFSA-Q-2023-14841 [ P
Suitability deadline Request extension ‘ Close |
8 December 2023 12:59 AM 17/10/2023 o Ec  Reguest For

rals RFI deadline : 17/11/2023 23:59

DOSSIER DATA
Request extension

Nuerview




REPLYING TO REQUEST FOR INFORMATION (RFI)

« Use ESFC tool to request an extension of use to provide requested information

E-SUBMISSION L o

ant Training = a
Applicant

(’ Withdraw ) (’ Resubmit )

Novel Foods Application
NF-2023-95079

Application On Hold - Request For Information

Dossier Overview Dossier saved at 17:21:08

17/10/2023 RF| extension deadline requested — 2
L Deadline requested : 14 3235
number
14841 £
Suitability deadline
8 December 2023 12:58 AM 17/10/2023 ° ersa - EFSA update
Tzl Suitability/Completeness check deadline : 08/12/
21
DOSSIER DATA Mandate code :
Overview
Ec  Request For Information - Deadline
Administrative Data o
RFI deadline : 17/11/2023 2
Summary data 22
17/10/2023 ec  Application On Hold - Request For Information
Technical Dossier [3] 17:09 - - -
'ROCESS DATA
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ADMINISTRATIVE ISSUES

Lack of signature, starting date in study reports

Documents submitted in languages different from English

Annexes with wrong document type

Documents electronically non-searchable
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Q&A Session



Q&A

 How is the review process organized? Can we expect
multiple rounds of questions or will all questions be
addressed in a single round (unless questions arise of
course from the answers provided)?



Q&A

* Notified studies that are now exempt from notification,
can/should be withdrawn from Connect.EFSA? under
the new interpretation, which studies should be notified?



Q&A

* Will a detailed database be available where all the novel
food applications and dossier are collected and freely
consultable?



OpenEFSA PORTAL

EFSA Journal Connect
wefsa-OPEN QUESTIONS PUBLIC CONSULTATIONS EXPERTS
Questions
Q
8215 results found . Export (8215) questions to CSV Sorting: | Relevance
Food domain y Feed Additives EFSA-(-2022-00324 LACTIPLANTIBACILLUS PLANTARUM NCIME 30034
o Application for Lactiplantibacillus plantarum NCIME 30094 1k20723 for all animal species [Art.4]

Last updated on: 2

Administrative and Technical Suppoert (13)

Status: Ongoing Risk Assessment

Animal Health (162)
Animal Welfare (37}
Assessment and Methodological Support {22)

Pesticides Peer Revi

Siological Hazards (4] v (AIR) EFSA-Q-2017-00453

v Show A Request for an EFSA peer review (EFSA Conclusion) on the active substance quizalofop-P-tefuryl according to Article 13 of Regulation (EU) No
844/2012 (AIR IV).
Substances W
Last updated on: 24/
Status: Intake
Status W
Application Not Walid (28) Feed Additives EFSA-C-2019-00301 KIESELGUR (DIATOMACEQUS EARTH) 14

Application Terminate ) I . . ) .
. e R Sepiolite and diatomaceous earth for all terrestrial species [Article 4]
Application Withdrawn (271)

EFSA Peer Review (74)

Last updated on: 24/10/2023
ntake (2224) Status: Ongoing Risk Assessment
On Hold (1)

Ongoing Risk Assessment (1259
Published (4228)

Publishing {110}

Feed Additives EFSA-0-2023-00440 LANTHANUM CARBOMATE OCTAHYDRATE

Application for Lanthan One (lanthanum carbonate octahydrate) for dogs [Art.4,13]
Transparency Regulation (TR) v

Pre-TR (6810)

Post-TR (1403)

Last updated on: 24/10/2023
Status: Ongoing Risk Assessment



https://open.efsa.europa.eu/

TIMELINE & SUPPORTING DOCUMENTS

o, Share @ Print %] Open in new tab Timeline: EFSA-Q-2022-00007

NOVEL FOODS Risk Assessment Deadline

Novel Food Authorisation

EFSA-Q-2022-00007 | Status: Ongoing Risk Assessment

Application on Nicotinamide riboside chloride (min. 95%) obtained
— by chemical synthesis

See details 4

SUbject [—= Clock Stop

2023

Application for authorisation of Micotinamide riboside chloride {min. 95%) obtained by chemical synthesis as a novel food -

Dossier Valid

Dossier Received

Substances

2022

Name CAS Supporting documents

Micotinamide riboside chloride

Document Type

Mandate

Acceptance letter

EC Request

Motification of Studies

Additional Data Request

Download file

L PDF (69.2KB)

4. PDF (24.7KB)

. PDF (211.6KB)

. PDF (103.3KB)

L PDF (149.0KB)



PUBLIC VERSION OF NOVEL FOOD DOSSIERS

Dossier number: NF-2021-1911 < Go to question PGHSTs Mz« share General info

v Administrative Data Regulated Domain

¥ Summary data
= Technical Dossier Novel Foods

»  Pre-Application information Mo description available
» Identity of the novel food

* The production Process Receivers

(@ Mot applicable

BT s 5. e s N Contp EC-NF

v Compositional data

Application type
v Specifications New Novel Food
» The history of use of novel food and/or its source

» The proposed use(s) and use levels and anticipated intake Regulatory type
»  Absorption, Distribution, Metabalism and Excretion (ADME) Senders

» Nutritional information » Elysium Health Inc. (Applicant)
» Toxicological information
»  Genotoxicity > == (Parson responsible for the dossier authorised to communicate on behalf of the applicant with the Commission)
» Subchronic toxicity » = broducer)

» Chronic toxicity and carcincgenicity

» Repraductive and developmental toxicity

> Human data Subject of the request

. - o P ) ) .
»  Allergenicity Micotinamide riboside chloride (min. 95%) obtained by chemical synthesis,

» Concluding remarks
v Referances Components
*  Annexes to the dossier

(@D Mot applicable

(@ Study Repaort - *=====

(@ study Report - ===

Study Report - App_05_Cod Batch 25198VSP10020421_Non Conf.pdf

-

Study Report - App_11_Representative NMR Spectra_Non Conf.pdf
Study Report - App_04_CoA Batch 25198VSP10201220_Non Conf.pdf



PUBLIC VERSION OF NOVEL FOOD DOSSIERS

Dossier number: NF-2021-1911 € Go to question BGHsTs  MzP < Share Study Report - App_11_Representative NMR Spectra_Non

v Administrative Data Conf.pdf

»  Summary data

Confidentia
* Technical Dossier
. ) Type: Study Report Mot publicly available
»  Pre-Application information
» Identity of the novel food Files

* The production Process
App_11_Representative NMR Spectra_Non Conf.pdf Fublic

- : . Download
sanitized by Applicant

(D Mot applicable
Technical dossier text - EH_MR Chloride_Production Process_Mon-Conf.pdf

»  Compaositional data

» Specifications Study |dent|f|cat|0n
» The history of use of novel food and/or its source

. : Title
¥ The proposed use(s) and use levels and anticipated intake

» Absorption, Distribution, Metabeolism and Excretion {ADME) Representative NMR Spectrum

» Mutritional information Study type
»  Toxicological information Batch to batch analysis
»  Genotoxicity Author

» Subchronic toxicity A Sambasi
ambasivarao
» Chronic toxicity and carcinegenicity

» Reproductive and developmental toxicity ID types

»  Human data Laboratory study |1D: E-SE0619,/004%

v Allergenicity Study guidelines
» Concluding remarks -
» References
Completion date
* Annexes to the dossier
. 06/25/2019 11:00:00
(@D Not applicable
(@D Study Report - == Quality type

(D Study Report - ===

Study Report - App_05_CoA Batch 25198VSP10020421_Mon Conf.pdf




Q&A

* Does the obligation to notify stability studies imply that
such studies need to be performed by an external and
certified lab?



Q&A

« What advice would you offer to applicants on how to
prepare a thorough and robust submission?



HOW TO ADDRESS QUESTIONS DIRECTLY TO EFSA

Registerin the platform and then:
Gefsam T |  Request a General Pre-Submission
«.. Advice by following the instructions in
CONNECT T |
. e — section 3.11 of
T —— and
OR

- Send a query to Ask a Question
via the Ask a Question service

“ I


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fconnect.efsa.europa.eu%2FRM%2Fs%2F&data=05%7C01%7C%7C517f12847fb8493c06d408db2c4ed74d%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C638152489345568626%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=dz1p9Q25AH4rmka0xo40HQTocgvYp3R0WCalM5t6QJE%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fsites%2Fdefault%2Ffiles%2F2021-07%2Fuser-guide-pre-application-id.pdf&data=05%7C01%7C%7C517f12847fb8493c06d408db2c4ed74d%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C638152489345568626%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=H9yWmCnv8pVHyM9oMEWqa5K67wp7cEkGzBAP29lc7pg%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fsites%2Fdefault%2Ffiles%2F2021-07%2Fuser-guide-pre-application-id.pdf&data=05%7C01%7C%7C517f12847fb8493c06d408db2c4ed74d%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C638152489345568626%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=H9yWmCnv8pVHyM9oMEWqa5K67wp7cEkGzBAP29lc7pg%3D&reserved=0
https://www.youtube.com/watch?v=3mbHUp_MEpQ
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fconnect.efsa.europa.eu%2FRM%2Fs%2Faskefsa&data=05%7C01%7C%7C64d8c20cdfe74377b4da08db0b54d2fc%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C638116231174335655%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=lW4tt75RNPLchUiU5bcvW8l3EfJ4e2hM20cP%2BAwpTx0%3D&reserved=0

THANK YOU FOR ATTENDING OUR EVENT

« In case we did not manage to answer all your questions, please feel free to re-submit
them via EFSA  Ask a question webform (EFSA.Connect at:

)

« The recording of today’'s webinar will be available on the EFSA website in coming days.

« Please take few minutes to fill out the satisfaction survey that you will receive shortly in
your inbox. Your feedback is essential to improve our future webinars

« We hope that this webinar will help you to better understand the procedure and
requirements for novel food product applications.

s\


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

JOIN OUR LINKEDIN GROUP

“EFSA support to applicants”

A space where you will find:

Information and support materials

Updates on the developments and progress of IT tools and platforms
Alerts on new training material and upcoming events

Clarifications to the most frequently asked questions received by
applicants

A space for interaction with your peers with more than 1000 members.



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

USEFUL LINKS

Novel food and traditional food applications

Applicants Toolkit

Services for applicants

Webinar on novel food applications 2021

Last webinar on notification of studies


https://www.efsa.europa.eu/en/applications/novel-food-traditional-food
https://www.efsa.europa.eu/en/applications/toolkit
https://www.efsa.europa.eu/en/applications/about/services
https://www.efsa.europa.eu/en/events/webinar-novel-food-applications
https://www.youtube.com/watch?v=NB2Ajn_2R74

STAY CONNECTED

efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu — job alerts

@efsa_eu @methods_efsa

@plants_efsa @animals_efsa

@one_healthenv_eu

Science on the Menu —Spotify, Apple Podcast and YouTube

Linkedin.com/company/efsa

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

efsa.europa.eu/en/contact/askefsa

efsa

EUROPEAN FOOD SAFETY AUTHORITY
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