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EFSA GUIDANCE ON NOVEL FOODS -UPDATE

▪ 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 

EFSA Guidance on the preparation and submission of an application for 
authorisation of a novel food in the context of Regulation (EU) 2015/2283
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▪ Centralised assessment of 
multiple & heterogeneous 
novel food dossiers

▪ New EFSA cross-cutting 
guidance applicable

▪ Risk assessment 
methodological advances 

▪ New EFSA tools

▪ Engagement & feedback from 
stakeholders (e.g., EFSA 
Scientific colloquium in cell 
culture derived foods)

Number of Novel Food dossiers validated for EFSA’s Risk Assessment
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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▪ 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

Main points to be updated

* ADME: Absorption, Distribution, Metabolism & Excretion 
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NDA Panel* 
Draft Guidance 
endorsement 

(End 
2023/Beginning 

2024)

Public 
consultation 

launch 

(First trimester 
2024)

Stakeholders 
event

(First trimester 
2024)

Public 
consultation end

(Spring 2024)

NDA panel 
adoption

(June 2024)

Current Timeline

* NDA Panel: EFSA Panel on Nutrition, Novel foods and Food Allergens
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▪ EFSA identified several partners (art.36 
list organisations) to entrust the tasks of 
contributing to the preparatory work of 
NF Risk Assessment

▪ Multiple Areas of Scientific expertise

▪ New call 2024: preparatory work and 
drafting of the scientific outputs 

▪ Framework partnership agreement

▪ Contract to be signed in 2025

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

Our current partners 

▪ AGES Wien (AT)

▪ CER Groupe (BE)

▪ CNR Rome (IT)

▪ CREA Rome (IT)

▪ CSIC Madrid (ES)

▪ CSIC Sevilla (ES)

▪ INYTA (Consortium)

▪ Sciensano (BE)

▪ UniParma (IT)

▪ UniThessaloniki (GR)



STAY CONNECTED

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

FOLLOW US ON TWITTER
@efsa_eu @methods_efsa
@plants_efsa @animals_efsa

FOLLOW US ON INSTAGRAM
@one_healthenv_eu

CONTACT US
efsa.europe.eu/en/contact/askefsa

FOLLOW US ON LINKEDIN
Linkedin.com/company/efsa

LISTEN TO OUR PODCAST
Science on the Menu –Spotify, Apple Podcast and YouTube 
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