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Abstract

Following the adoption of Regulation (EU) 2015/2283 on novel foods, the European Commission
requested EFSA develop scientific and technical guidance for the preparation 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 a well-structured
application to demonstrate the safety of the novel food. It cutlines the data nseded for the safety
assessments of novel foods. Requirements relate to the description of the nowel food, production
process, compositional dats, specification, proposed uses and use levels, and anticipated intzke of the
novel food. Further sections on the history of use of the novel food and/or its source, absorption,
distribution, metabolism, excretion, nutritional informatian, toxicological information and allergenicity
should be considered by the applicant by default. TF not covered in the application, this should be
justified. The applicant should integrate the data presented in the different sections to provide their
overall considerations on how the information supports the safety of the novel food under the
proposad conditions of use, Where potential 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
proposad conditions of use.

This guidance was originally adopted in 2018, It has been revised to inform applicants of the new
provisions introduced by Regulation (EC) No 178/2002, as amendad by Regulation (EU) 2019/1381 on
the transparency and sustainability of the EU risk assessment in the food chain. This ravissd guidances

* The guidance was adopted on 21 Sactember 2006 by the former Panel on Diststic products, Nutrition and Al\e-ga This revision
only aims 1o inéorm applcents of the new provisins intocuced by the Ganeral Food Low (Regulation (EC) No 178/2002 25
amended by Regulation (EL) 2013/1381 on the transparancy and sustanaility of the EU rst Szsessmant in the focd chan),

znd to guide w EFSAs pracuml aTangeTients implementing these new provisions. For this purpose. the revision concams anly

the administrative part. The scintific content remains unchangsd. The presant guidance (revision 1) was endorsed on 21 January

ersdm 2020 by the Panel on Nutrition, fovel Foods and Food Alargens (NDA): Dominiqus Turck, Jacqusline Cestenmier, Stefezn c2

: Herauu, Karen-lidion Hrsch-Emst, John Kssmey, Kelle Katrine Knutsan, Alsxancre Maciuk. Inge Mangslsdorf, Harry 1 McArdle,
Eurapesn Food Safety Authority Androniki Maska, Carmen Pels=z, Kristing Pantieva, Alfanso Siani, Frank Thiss, Sophiz Tssbouri and Marco Vincer.

* As of 1 July 2018, i has been renamed "Panel on Nutrition, Novel Foods and Food Allergens (NDA)' [
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EFSA GUIDANCE ON NOVEL FOODS -UPDATE

EFSA Guidance on the preparation and submission of an application for
authorisation of a novel food in the context of Regulation (EU) 2015/2283

= Mandate from EC received & accepted by EFSA: June 2023

= Deadline: June 2024

= Considerations:
- Regulatory Updates: Implementing Regulation (EU) 2017/2469
- EFSA’s experience
- Advances in science and technologies
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Adapted from: Ververis et al. (2020), Novel foods in the European Union: Scientific requirements and challenges of ‘\"

the risk assessment process by the European Food Safety Authority. Food Research International, 137, 109515.
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Main points to be updated

= Additional Identity qualifiers for specific NF categories

= Specific production process requirements for specific NF cases
= Enhance instructions for fit-for-purpose compositional data

= Tools and methodological approaches for exposure assessment

= Further insights on nutrition-relevant testing requirements, including
the area of novel proteins

= Updated tiered toxicity and ADME* approach
= Allergenicity testing requirements for specific NF cases

* ADME: Absorption, Distribution, Metabolism & Excretion
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Current Timeline

NDA Panel*
Draft Guidance
endorsement

Public
consultation
launch

(First trimester
2024)

Stakeholders
event

(End
2023/Beginning
2024)

(First trimester
2024)

* NDA Panel: EFSA Panel on Nutrition, Novel foods and Food Allergens

Public
consultation end

(Spring 2024)

NDA panel
adoption

(June 2024)
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An opportunity for further collaboration between EFSA and Member States
within the NF Risk Assessment framework

= EFSA identified several partners (art.36 Our current partners
list organisations) to entrust the tasks of = AGES Wien (AT)
contributing to the preparatory work of .
NF Risk Assessment CER Groupe (BE)
= CNRRome (IT)

= Multiple Areas of Scientific expertise «  CREA Rome (IT)

= CSIC Madrid (ES)

= New call 2024: preparatory work and = CSIC Sevilla (ES)
drafting of the scientific outputs = INYTA (Consortium)

= Framework partnership agreement « Sciensano (BE)

= Contract to be signed in 2025 = UniParma (IT)
° = UniThessaloniki (GR) w
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