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Regulation (EU) 2015/2283 

❑ Adopted in 2015

❑ Applicable since 1 January 2018

❑ Replaces Regulation (EC) 258/97

❑ Main features:
➢ Clarification and expansion of scope 

➢ Better access to the market for products

➢ Streamlined procedures

➢ Centralised risk assessment and management

➢ Generic authorizations

➢ Protection of innovation

➢ High level of protection of human health and of consumers' 
interests 
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Definition / Scope

❑ Concept of Novel Food unchanged: 
➢ food

➢ that was not used for human consumption

➢ to a significant degree

➢ in the EU

➢ before 15 May 1997

❑ Out of scope
➢ genetically modified food

➢ food additives, flavourings, enzymes, extraction solvents.

❑ Update of definition
➢ by delegated act of the Commission

➢ in light of the scientific and technical progress
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Novel food categories

❑ New or modified molecular structure

❑ Food consisting of, isolated from or produced from:
➢ microorganisms, fungi, algae

➢ material from mineral origin

➢ plants or their parts without history of use

➢ animals or their parts without history of use

➢ cell or tissue cultures

❑ Food produced with a novel method which significantly 
changes the food’s composition or structure

❑ Nanomaterials

❑ Prior use only in/as food supplements

❑ Vitamins and minerals (new method or in nanoform)
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Determination of novel food status

❑ Economic operators are responsible for determining 
whether or not the food they intend to place on the 
European Union market is novel. 

❑ In case of doubt, they should check the status of their 
food in the Member State in which they plan to place 
the food on the market first. 

❑ The Member State concerned  can consult the other 
Member States and the Commission.

❑ Commission to lay down consultation procedure and  
means to make the status publicly available by 
implementing regulation (not yet done).
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Generic authorizations

❑ Under the new novel food regulation, authorizations 
are no longer applicant-specific.

❑ Authorizations granted under the old novel food 
regulation, and their conditions of use remain valid, 
but they become generic following their inclusion in 
the Union list. 

❑ New authorizations will also be generic.

❑ Once a novel food is authorized, any economic 
operator can place the novel food on the EU market, 
provided that the conditions laid down in the 
authorization are met.  
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Union List of novel food

❑ Commission Implementing Regulation (EU) 2017/2470 

❑ Positive list containing all authorized novel foods 

❑ Novel Foods which will be authorised in the future will 
be added to the Union list by means of Commission 
Implementing Regulations

❑ Once a novel food is added to the Union list, then it is 
automatically considered as being authorised and it 
can be placed in the European Union market
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Table 1: Authorised novel foods

Authorised novel food

Conditions under which the novel food may be used

Specified food category Maximum level

Additional labelling requirements

Other requirements
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Table 2: Specifications

Authorised novel food Specification
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Authorization procedure

❑ Two possibilities:
➢ Commission’s initiative
➢ application to the Commission

❑ Implementing Regulation (EU) 2017/2469 

NEW NOVEL FOOD 

REGULATION

SCOPE

DEFINITION

NOVEL FOOD

CATEGORIES

NOVEL FOOD

STATUS

GENERIC

AUTHORISATION

UNION LIST OF

NOVE FOODS

AUTHORIZATION

PRCEDURE

TRADITIONAL

FOOD FROM

NON-EU 

NOTIFICATION

PROCEDURE

APPLICATION

PROCEDURE



EU legal framework for Novel Food
Prof. Patrick Deboyser

‹N°›

Parma
11-04-2019

Authorization procedure

❑ Must be submitted electronically

❑ Must consist of:

➢ Application letter

➢ Technical dossier containing:

✓ the administrative data 

✓ the scientific data
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Authorization procedure: EFSA Guidance
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COMMISSION
VERIFY

APPLICATION

VALID

NOT VALID

Inform:
- Applicant
- MS + EFSA
Give reasons

Inform:
- Applicant
- MS + EFSA

Publish:
- Summary

EFSACOMMISSION 9 months
EFSA not
consulted

STANDING COMMITTEE

7 months

Implementing Regulation
to update the Union List
Novel food authorised

Authorization procedure
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Traditional foods from non-EU countries

❑ Faster and structured notification system for traditional 
foods from non-EU countries.

❑ History of safe food use in the non-EU country must be   
confirmed:
➢ with compositional data and 
➢ experience of continued use for at least 25 years in 

the customary diet of a significant number of people
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Traditional foods from non-EU countries

❑ Implementing Regulation (EU) 2017/2468
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Notification procedure

❑ Must be submitted electronically

❑ Must consist of:
➢ Application letter
➢ Technical dossier containing:

➢ the administrative data 
➢ the scientific data
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Applicant

Notification procedure

4 months

NO
OBJECTION

Update to the Union List
Traditional novel food

from non-EU authorised

4 months

OBJECTION

Applicant may submit
an application

EFSA

MEMBER STATES

1 month
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