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AGENDA

Part 1 "Presentation of the call”" — 10:00 - 10:55
10:00 - 10:05 — Welcome & housekeeping rules
10:05-10:20 — Objectives of the call and tasks to be performed
10:20 - 10:35 - Financial procedures and requirements
10:35-10:50 — Q&A (based on questions written in the chat)
10:50 - 10:55 - Close and instructions to join Part 2

10:55-11:05 - BREAK

Part 2 "Partner discovery" — 11:05 - 12:00

Reserved for Article 36 delegates | SEPARATE LINK TO CONNECT!
11:05-11:10 — Welcome & housekeeping rules

11:10 - 11:55 — Tour de table and follow-up interactions

11:55- 12:00 - Close 2 @1



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 the EFSA’s event & services.
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WHAT IS EFSA?

» The reference body for
in the
European Union

* Provides for laws
and regulations to protect European
consumers from food-related risks

* Established in quma Italy




WHAT IS A NOVEL FOOD?
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UV-treated yeast or

o * Yellow mealworms Haskap berries
* Phenylcapsaicin (Tenebrio molitor) mushrooms P
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* lce-structuring protein * Lycopene from fermented with B Coffee |
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NOVEL FOOD CATEGORIES | REGULATION (EU) 2015/2283
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NOVEL FOOD AUTHORISATION PROCEDURE
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Guidance assessment additional information Union List

to the applicant
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NOVEL FOOD APPLICATIONS
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THE CALL

Call reference: EUBA-EFSA-2024-NIF-01
Call title: Contribution to the Risk Assessment of Novel Foods and Nutrient Sources in the EU.

Restricted to the list of competent organisations established by the Authority’'s Management Board
in application of Article 2 the Commission Requlation (EC) No 2230/2004 laying down detailed rules for
the implementation of European Parliament and Council Regulation (EC) No 178/2002 with regard to
the network of organisations operating in the fields within the Authority’s remit.

Brief description of the call objectives and key messages: EFSA is responsible for EU risk
assessments of materials from farm to fork. With this Call for Proposals, EFSA is launching a new
opportunity to involve competent organisations in the assessment of Novel Food (NF) dossiers submitted
to EFSA under Regulation (EU) 2015/2283 and the preparation of scientific opinions (specific sections
or in full) for the NF requlatory domain. The objective of this call is to identify and award a four-year
Framework partnership agreement (FPA) to one or more competent organisations or consortia thereof
that can provide capacity and expertise (chemistry, microbiology, biotechnology, food technology,
nutrition, ADME, exposure and toxicology) that are relevant for the assessment of NF technical dossiers. V




KEY POINTS OF THE CALL

* Entire dossiers are outsourced — no splitting into individual lots/sections
* Full range of competencies/ expertise plus capacity needed

* Deliverables are complete draft Scientific Opinions — not just preparatory
work

- Based on data in dossier — no laboratory work (analyses etc.) foreseen
- Limited number of partners/consortia (not obligatory but encouraged)
- Additional budget for coordination activities — scientific and administrative

- Time-constraints, 4 months, owing to legal framework

v\



EXPERTISE NEEDED

» Should cover all areas/sections of the novel food technical dossier

v Chemistry

v Microbiology

v'Biotechnology / food technology
v"Nutrition

v ADME

v Exposure

v’ Toxicology / Pharmacology
v"Human studies / Epidemiology 29

» Depending on type of NF, similarities to chemical risk assessment

A



NOVEL FOOD GUIDANCE <-> DATA/EXPERTISE REQUIREMENTS

Administrative data
Introduction

Identity of the novel food
Production process
Compositional data

Specifications

History of use of the novel food and its source

SCIENTIFIC OPINION

ADOPTED: 21 September 20016

doi: 10.298/).ef5a 2016.4594

Guidance on the preparation and presentation of an
application for authorisation of a novel food in the context
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Abstract

Following the adoption of Regulation (EU) 2015/2283 of
on novel foods, the Ewropean Commission requested
technical guidance for the preparation and presentatio
foods. This guidance presents a common format for
presented in order to assist the applicant in preparing a1
safety of the nowvel food. The application should be ¢
outlined the data needed for the safety assessments of
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Guidance on the preparation and submission of an
application for authorisation of a novel food in the context
of Regulation (EU) 2015/2283" (Revision 1)2

EFSA Panel on Digtetic Products, Nutrition and Allergies (NDA)*
Dominique Turck, Jean-Lowis Bresson, Barbara Burlingame, Tara Dean,

Susan Fairvesther-Tait, Marina Heinonen, Karen Tidico Hirsch-Ernst, Inge Mangelsdorf,
Harry J Mctrdle, Androniki Naska, Moniks Neuhsuser-Berthold, Grazyna Nowicka,
Kristina Pentieva, Yolanda Sanz, Alfonso Siani, Anders Sjadin, Martin Stern, Daniel Tomé,

Marco Vinceti, Peter Willatts, Karl-Heinz Engel, Rosangela Marchelli, Annette Péting
Morten Poulser, Seppo Salminen, Josef Schiatter, Davide Arcelle, Wolfgang Galbmann,
Agnés de Sesmaisons-Lecarré, Hans Verhagen and Hendrik van Loveren

| Endorsement date | 21 January 2021 |
| Implementation date | 27 March 2021 |

Abstract

Following the adoption of Regulation (EU) 2015/2283 on novel foods, the European Commission
requested EFS& dewelop sciantific and technical guidsncs for the prepsration and submission of
applications for authorisation of novel foods. This guidance presents a common format for the
organisation of the information to be presented by the applicant when preparing = well-structured
application to demenstrate the safety of the novel food. It autlines the data needed for the safety
assessments of novel foods, Requirements relate to the description of the novel food, production
process, compositional data, specfication, propesed uses and use levels, and anticipated intake of the
navel food. Further sections an the history of use of the novel foad andar its saurce, abzorniian,
distribution, metabelism, sxcretion, nutritional I information and allerge
should be considered by the spplicant by default, If not coverad in the apslication, this should be
justified. The applicant should integrate the data presented in the different sections to provids their
overall considerations on how the informaticn supports the safety of the novel food under the
oroposed canditions of use. Whare patential health hazards have been identified, they should be
discussed in relation to the anticipated intakes of the novel food and the proposed target populations.
On the basis of the information provided, EFSA will assess the safety of the novel food under the
proposed conditions of usa.

This guidance was criginally adopted in 2016. It has been revised to inform applicants of the new
provisions introduced by Regulation (EC) No 178/2002, as amendsd by Regulation (EU) 2015/1381 on
the and of the EU risk in the food chain. This revised guidance
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WORKFLOW OF THE SCIENTIFIC ASSESSMENT

1. EFSA receives
validated dossier
from the European
Commission

6. Beneficiary
initates draft of
scientific opinion &
outlines data gaps

7. Beneficiary finalises
draft scientific opinion

with additional
information submitted
by applicant

—

2. Dossier suitability
and completeness
check

.

5. EFSA provides
dossier &
supporting evidence
to beneficiary

(_

J/

NF Working Group

N

~
3. EFSA issues
specific agreement
to beneficiary

J/

!

s

4. Specific
agreement is signed
between

beneficiary & EFSA
\_ ry

9. Discussion &
adoption of
scientific opinion by
NDA Panel
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CALL FOR PROPOSALS

Only art. 36
organisations can
apply as partners —

S\ Call launched in June 2024; It will lead to a cascade of FPAs -
\ Framework Partnership Agreements - with a maximum of 3 FPAs

% Overall estimated budget: EUR 3.5 million
Financing Not Linked to Costs: no need to justify incurred costs

Framework partnership agreement duration: 48 months

o

Applications in consortium are not mandatory but are welcome


https://efsa.my.site.com/competentorganisations/s/

USE OF EU FUNDING & TENDER OPPORTUNITIES PORTAL

Launched on the Funding and Tender

@; Opportunities portal.
4 Deadline for submission of offers: 21/11/2024

N.B.: any organisation can access the

Hard copy paper applications will not be Portal and its “Partner search

® accepted. Only electronic applications using announcement” section, but
the will be remember that only art. 36
accepted. organisations (

) can apply to this call as
partners (other organisations can be
involved as subcontractors for non-

q The Funding and Tender Opportunities portal core tasks).

includes a feature allowing for the search of
partners

s G


https://efsa.my.site.com/competentorganisations/s/
https://efsa.my.site.com/competentorganisations/s/
https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/home

THANK YOU FOR ATTENDING PART 1!

All submitted questions—whether addressed during the webinar or not—wiill
be answered in writing in a clarification document published alongside the
call text and on the webinar page within a few days.

The recording of Part 1 will be available on the EFSA website within a few
days.

Please take few minutes to fill out the evaluation survey that you will

receive after the event. Your feedback is essential to improve our future
events.

Participants in Part 2 “Partner Discovery” are invited to join the
session using the dedicated link to Part 2 they received by e-mail.

v\



BREAK

PLEASE CONNECT TO PART 2
“PARTNER DISCOVERY" SESSION
AT 11:00



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

efsa.europa.eu/en/contact/askefsa

efsa

EUROPEAN FOOD SAFETY AUTHORITY
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