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Procedure for Determination of Novel Food Status

Art. 4 (1), (2) Novel Food Regulation (EU) 2015/2283:

1. Food business operators shall verify whether or not the food which they 

intend to place on the market within the Union falls within the scope of 

this Regulation.

2. Where they are unsure whether or not a food which they intend to place 

on the market within the Union falls within the scope of this Regulation, 

food business operators shall consult the Member State where they first 

intend to place the novel food. Food business operators shall provide 

the necessary information to the Member State to enable it to determine 

whether or not a food falls within the scope of this Regulation.
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Procedure for Determination of Novel Food Status

Evaluation of Novel Food status in practice

„Unsure“ ?

 Possibility ?

 Probability ?

 Pre-consultation with lawyers / consultants = positive 

legal opinion ?
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Procedure for Determination of Novel Food Status

Evaluation of Novel Food status in practice

Legal Aspects Scientific / Factual Aspects

Categories of food
(e.g. modified molecular structure,

or consisting of, isolated or produced from 

plants or their parts)

Characterisation of the food

New production process Significant changes

Former authorisations Comparable / Criterion = Specifications

Significant Consumption before 15 May 1997 / 

Evidence
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Procedure for Determination of Novel Food Status

Self-Examination of the NF Status

Legal basis:

1) Novel Food Regulation (EU) 2015/2283 with its definitions, NF-

categories, and exemptions, and

2) The Union List (Comm. Impl. Reg. (EU) 2018/1023)

3) The CIR’s (Commission Implementing Regulations)

Not legally binding are:

• the Novel Food catalogue of the EU Commission (website); this 

is guidance only for FBO‘s

• Guideline on Human Consumption to a Significant Degree

(History of Consumption – „HOC“)

• EU Botanical Lists like BELFRIT, except where these have been 

enacted as law (e.g. Belgium: Royal Decree)
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Procedure for Determination of Novel Food Status

Human Consumption to a Significant Degree (HOC)

Information and Guidance Document
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Procedure for Consultation Request on Novel Food Status

Evaluation of Novel Food status in practice

Art. 4 (3), (4) NFR 2018/2283:

3. In order to determine whether or not a food falls within the scope of 

this Regulation, Member States may consult the other Member States 

and the Commission.

4. The Commission shall, by means of implementing acts, specify the 

procedural steps of the consultation process provided for in 

paragraphs 2 and 3 of this Article, including deadlines and the means 

to make the status publicly available. Those implementing acts shall be 

adopted in accordance with the examination procedure referred to in 

Article 30(3).
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Consultation Procedure acc. CIR 2018/456

(a) “Consultation request” means a request from a food business 

operator to a recipient Member State to determine the novel food

status of a particular food

(b) „recipient Member State“ means a Member State where the food 

business operator intends to place on the market a particular food 

for the first time.
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Consultation Procedure acc. CIR 2018/456

Content and presentation of a consultation request (Art. 4)

• Shall be submitted electronically

• Consultation request shall consist of

• Cover letter – Template cover letter in Annex I

• Technical dossier – Template provided in Annex II

• Supporting documentation

• Explanatory note clarifying the purpose and relevance of the 

submitted documentation

Confidentiality (Art. 9)

FBO may request for confidential treatment of the request with good 

substantiation of necessity (e.g. harm to competitive position).

However, not all information will be covered by confidentiality.

FBO may withdraw its consultation request within 3 weeks.
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Consultation Procedure acc. CIR 2018/456

Template for Technical Dossier for Consultation Request
1) Description of the food

2) Further characterisation and/or source of the food

3) Conditions of use

3.1)   How is the food intended to be used ?

3.2)   Type of product(s) in which the food is intended to be used

3.3)   Level/concentration (or range of levels) in the product(s) in which the food is 

intended to be used

4)      Production process

5)      History of Human Consumption of the food within the Union before 15 May 

1997 => to what extent ?

6)      Consultations on availability in the Union

7)      Additional information (e.g. demarcation vs. medicinal products)
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Consultation Procedure acc. CIR 2018/456

Two-stage assessment by Member State

Art. 5 – Procedures for verifying the validity of a consultation 

request:

• Recipient MS verifies whether the consultation request complies 

with the requirements of Art. 4

• If required: request to the FBO to provide additional information

• Recipient MS decides on the validity of the consultation request

 Without consultation of the other Member States
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Consultation Procedure acc. CIR 2018/456

Two-stage assessment by Member State

Art. 6 – Procedures for evaluating a valid consultation request:

• Recipient MS concludes on the novel food status of a food within

4 months on the date on which it decided on the validity of the 

consultation request (may extend by another 4 months).
• If required: request to the FBO to provide additional information

• Recipient MS may (shall ?) consult the other Member States and 

the Commission

• (5) on concluding on the novel food status of a food, the 

Recipient MS shall without delay notify the food business 

operator, the other MS and the Commission of the decision and 

shall provide justification in accordance with Art. 7 of this 

Regulation (2018/456).
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Consultation Procedure acc. CIR 2018/456

Information on the novel food status and publication (Art. 7)

(1)

• Name and description of the food concerned

• A statement indication whether the food concerned is novel, not 

novel or not novel only in food supplements.

• Reasons justifying that statement

• Where the food is novel, most appropriate food category under 

which it falls in accordance with Art. 3(2) of the NFR

• Recipient MS may (shall ?) consult the other Member States and 

the Commission

(2)

the Commission shall without delay make the information on the 

novel food status publicly available on the Commission’s 

website.
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To consult or not ?

Assessing ripeness for Consultation Request:

• Have sufficient data been gathered / generated ?

• Are the collected data representative for the food subject to 

consultation request ?

Getting ready for the worst case scenario:

• Are data available to promptly support a Novel Food submission ?

• Is it possible to predict the discussion with PAFF ?

(Standing Committee on Plants, Animals, Food, and Feed of the 

European Commission)
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NF Consultation Procedure: Consequences

Consequences

•Legal remedy ?

• Appeal possible ?

• In Germany, Principles of Administrative Law:

• Administrative decision

• 1 month for bringing an action against that decision

• Enforceability

Better chances to appeal to a national law court of the Member 

State than to the European Court of Justice
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NF Consultation Procedure: Consequences

Consequences
There had been advice in the legislative process to consider an appeal but 

this was not implemented in the NFR or its Implementing Regulations

(From an Impact Assessment  by the Centre for Strategy & Evaluation Services and ADAS UK 

Ltd on the Draft for a Novel Food Regulation, Brussels, 2014.)

However, no possibility for appeal mentioned in the NFR !
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NF Consultation Procedure: Consequences

Consequences

• Legal remedy foreseen in Regulation 2018/456 ?

•  NO !

• Immediate publication by Commission

•  Principle of the rule of law ?

•  then go to European General Law



www.eiha.org

NF Consultation Procedure: Consequences

Consequences

• Action for annulment against publication, Art. 263 (4) TFEU ?
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Consultation Procedure: Consequences

Consequences

• Action for annulment against publication, Art. 263 (4) TFEU ?

Prerequisites:

• Act or Regulatory Act => Publication = Act of the Commission

(fulfilled)

[“Regulatory Acts are all acts of general application apart from 

legislative acts” (Def. from Law Case C 583/11 P)]

• Addressed to that person or which is of direct or individual concern;

• Individual concern => publication of name and product of FBO

(fulfilled)

• Direct = direct consequences = does not entail implementing 

measures (fulfilled)

• Legality of the publication ?
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Consultation Procedure: Consequences

Consequences

• Action for annulment against publication, Art. 263 (4) TFEU ?

Experiences of case law:

• Non-privileged applicants face strict requirements for the legal 

admissibility

• Time limit of 2 months since the publication, notification or coming 

to knowledge of the Act

(exception: Force majeure or exceptional circumstances)

• Grounds for annulment:

• Lack of competence

• Infringement of essential procedure requirements

• Infringement of the treaty or any rule of law relating to this 

application

• Misuse of powers
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Art. 5 of NF Regulation: Implementing Power

Art. 5 of NF Regulation: 

Implementing Power concerning the definition on Novel 

Food

Those implementing acts shall be adopted in accordance with 

the examination procedure referred to in Article 30(3).
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Examination Procedure for Implementing Acts

Art. 30 of Novel Food Regulation (EU) 2015/2283

Committee Procedure:
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Art. 5 of (EU) No 182/2011: Committee Procedure

(Art. 5 NFR)

Examination Procedure for Implementing Acts
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Other Options apart from 

Consultation Request
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Traditional Food from Third Country / 

Countries

Commission Implementing Regulation (EU) 2017/2468:

administrative and scientific requirements as to a notification and 

application for authorisation of a traditional food from a third country which 

is considered novel in the EU
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Traditional Foods Notification Art. 15 NF Reg
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Traditional Foods Notification Art. 15 NF Reg
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Other Options for Authorities

Other Options for Authorities

Procedure under Art. 8 of Regulation 1925/2008

Putting substances or ingredients under:

• Prohibition

• Restriction

• Scrutiny
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Other Options for Authorities

On its own initiative or basing on information of a Member State the 

Commission may include a substance or ingredient in Annex III of

1925/2006, into one of the following categories:
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Which Choice should be made by the FBO ?

There are the following options:

1. Be sure that the hemp extract in question is traditional food, 

document well the evidence for that, and continue selling as in the 

last three years.

Risk: EU takes a decision on its own initiative (Art. 5 NFR) against you.

2. Go for consultation on national level (Art. 4 NFR)

Risk: you get the decision that it is novel (very early or at the latest 

after 4 or – with extension - 8 months).

3. go for simplified authorization (3rd country).

It must have been the customary diet of a significant number of 

people in at least one third country !

4. Go for full authorization as Novel Food

Risk: you lose licence to sell your product after application,

or you try to get the “Interim Ruling” applied because of slight changes 

in wording of NF definition in the new NFR compared to old NFR, or 

because of the new obligation for consultation (request).
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Old and new NF definition regarding plants

Interim Ruling on Food Novel only since 2018
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Art. 35 (2) of (EU) No 2015/2283 and

Interim Ruling on Food Novel only since 2018

Art. 8 (5) CIR 2017/2469
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Burden of Proof in Novel Food court cases:

“Secondary burden of proof” on to the FBO for demonstrating that 

his product is not Novel Food:

See court case decisions Germany:

BGH, Urteil vom vom 16.04.2015, Az. I ZR 27/14 (on Kudzu root as FS);

BGH, Urteil vom vom 22.11.2007, Az. I ZR 77/05

(on Luo Han Guo Fruit Extract).

Burden of Proof


