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Disposition

✓ What is novel food?

✓ How do you clarify whether a food is novel food?

✓ How will a novel food be approved?

✓ Special topics: seaweed, microbial cultures, insects, hemp 

✓ Questions
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What is novel food?

Any food that was not used for human consumption to a significant degree within the 
Union before 15 May 1997. 

Genetically modified foods, food enzymes with a technological purpose, food additives, 
food flavourings and extraction solvents is regulated by other regulation.

The food should moreover fall within at least one of the 10 categories. 



1. Food with a new modified molecular structure
E.g. D-Tagatose = new sugar molecule

2. Food consisting of, isolated from or produced from microorganisms, fungi or algae; 
E.g. DHA- or EPA rich oil from the microalgae Schizochytrium sp. 
or microbial enzymes used with a nutritional purpose (in food supplements)

3. Food consisting of, isolated from or produced from material of mineral origin.
E.g. Clinoptilolite/zeolite

4. Food consisting of, isolated from or produced from plants or their parts
E.g. new plant specie, new parts of a plant, that have not been use as food before (e.g. roots, stems or leaves), 
or new extracts (alkohol-extracts) leading to an increased content of certain substances. 

5. Food consisting of, isolated from or produced from animals or their parts, except for animals obtained by 
traditional breeding practices
E.g. insects
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Novel food categories
and examples of approved products



6. Food consisting of, isolated from or produced from cell culture or tissue culture derived from animals, plants, 
micro-organisms, fungi or algae
E.g. artificial meat

7. Food resulting from a production process, which gives rise to significant changes in the composition, 
affecting its nutritional value, metabolism or level of undesirable substances 
E.g. UV-treated mushrooms, milk or yeast with increased vitamin D content 

8. Food consisting of engineered nanomaterials
E.g. vitamins or minerals containing intentionally produced nanomaterials

9. Vitamins, minerals and other substances with a new production process
E.g. synthetically produced substance that used to be produced from natural sources.  

10. Food used exclusively in food supplements, where it is intended to be used in foods
An ingredient can be not-novel in food supplement, but novel in ordinary foods
Is an ingredient not-novel in ordinary foods is it also not-novel in food supplement 
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How do you clarify whether a food is novel food?

EU-novel food catalogue is a living database containing the NF status of many but not all 
foods. The list is regularly updated by the EU Commission. It’s not legally binding but the 
best list to use.

DVFA plant liste – guide to Danish, edible wild and a few cultivated plants



Novel food catalogue
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https://ec.europa.eu/food/safety/novel_food/catalogue_en



Status - Novel food catalogue
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How do you clarify whether a food is novel food?

EU-novel food catalogue is a living database containing the NF status of many but not all 
foods. The list is regularly updated by the EU Commission. It’s not legally binding but the 
best list to use

DVFA plant liste – guide to Danish, edible wild and a few cultivated plants



DVFA plant liste
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Example of plans that must be novel food approved before marketing
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Article 4: 
Procedure for determination of novel food status 

Consultation of Member States in case of doubt about Novel Food status. 

Food business operators shall provide the necessary information to the Member State to enable it 
to determine whether it is novel or not.

Information to be submitted is described in Commission implementing regulation (EU) 2018/456 

In Denmark the request should be submitted to the DVFA per e-mail to 29@fvst.dk. 

The member state makes the decision on novel food status and informs 
the Commission and the other member states.

The result on the article 4 Procedure is published on the Commission webpage.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32018R0456&from=DA
mailto:29@fvst.dk
https://ec.europa.eu/food/safety/novel-food/consultation-process-novel-food-status_en


Conclusions for article 4 procedure
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What kind of documentation can be used?

Documentation from competent EU authorities about history of consumption 

Invoices showing sales as a food before 15 May 1997 (use as additive, flavouring, technological enzyme, 

cosmetics, medicine etc. do not count) 

Import documents 

Price lists/product catalogues 

Statistical information (e.g. from Danmarks Statistik or FAO) 

Literature showing use as an ingredient in food or food supplements 

Labels or packaging with production date before 15 May 1997 

Recipes or cook books mentioning the ingredient 

Other relevant documentation 

Must be documentation from within EU
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Two kinds of approval procedures 

The ordinary approval procedure for novel foods

A simplified approval procedure, which apply to traditional foods from a third country
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The ordinary approval procedure for novel foods

A simplified approval procedure, which apply to traditional foods from a third country



Ordinary authorization procedure

An application documenting the safety of the product 
(including toxicological studies/animal feeding studies) is 

prepared 

Online submission to the European Commission

The European Food Safety Authority (EFSA) carries 
out evaluation of the product

If the evaluation is positive the EU Commission 
prepares a proposal, and a decision about 

authorization is taken by a vote among Member States 

Authorized products are entered in the Union List of 
authorized novel foods



The authorization process around 18 months (clock-stop can prolong the process significantly)

Submission of an application is free of charge. See EFSA-guidance for applicants.

The authorization is generally valid for all food operators. In case of data protection the 
authorization is restricted to the product from the specific applicant for 5 years. After that it 
becomes generic.

19

http://www.efsa.europa.eu/en/efsajournal/pub/4594


General conditions for novel food approval

In order for a food to be novel food approved in the ordinary approval procedure, the 
following general criteria must be met:

❑ Must be safe

❑ Must not mislead the consumer

❑ Cannot be nutritionally disadvantageous compared to the food it is intended to replace 
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Documentation

21

Technical data:

• Name and description of the food including technical and chemical specifications

• Description of the production process

• Information of former use or intake of the food

• Expected intake/degree of use

• Precaution and restrictions for use

• Nutritional data

• Toxicological data

• Conclusion on safety based on collected data



Approval procedure with data protection  

The applicant has exclusive rights to market the food for up til 5 years.

❑ Newly developed scientific data 

❑ Applicant has the exclusive rights to refer to the scientific documentation or data, and 

❑ The food could not be risk assessed and approved, if the applicant had not presented the 
scientific data

After 5 years, everyone can use the novel food authorization. 
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Transparency Regulation (EU) 2019/138

Article 32b: Business operators shall notify EFSA of any study carried out to 
support an application

This to guarantee that companies submit all relevant information 
and do not hold back unfavorable studies

The Regulation aims at increasing the transparency of the EU risk assessment, 
and strengthening the reliability of the studies used by EFSA

Transparency and sustainability of the EU 

risk assessment in the food chain 

(europa.eu)

Video: e-submission food chain platform: 

Introduction to the system

https://ec.europa.eu/food/horizontal-topics/general-food-law/transparency-and-sustainability-eu-risk-assessment-food-chain_en
https://vimeo.com/501731737


Confidential treatment

- Confidential treatment of certain information in the application is possible if disclosure 
of such information may harm the applicants competitive position

- The necessity for confidentiality must be substantiated and verifiable justification shall 
be given.

- After the assessment by the EU Commission applicants may withdraw their application 
within three weeks



Two kinds of approval procedures 

The ordinary approval procedure for novel foods

A simplified approval procedure, which apply to traditional foods from a third country



Simplified procedure for traditional foods from a 
third country 

Food from primary production which have a history of safe food use in a third country. 

Requirements:

”History of safe food use” outside the EU:

The food should have been consumed in at least one third country for at least 25 years as a 
part of the customary diet of a significant number of people.



Authorization procedure for traditional foods from third countries

An application documenting that a product has a 
history of safe use as food in a third country is 

prepared

Online submission to the 
European Commission

The application is forwarded to EFSA 
and all EU Member States for safety 

objections to the authorization

If objections → The application 
transfers to the ordinary authorization 

procedure with shorter deadlines
If no objections, the application is 
approved by the EU Commission. 

Authorized products are entered in the Union 
List of authorized novel foods



The authorization process takes around 6 months (but clock-stop can prolong the process significantly)

Submission of an application is free of charge. See EFSA-guidance for applicants.

The authorization is valid for all food operators

Data used for the traditional approval procedure cannot be data protected.
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http://www.efsa.europa.eu/en/efsajournal/pub/4590


https://ec.europa.eu/food/safety/novel_food/e-submission_en29
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Administrative data
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Administrative data
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Administrative data
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User Guide: E-Submission Food Chain platform (europa.eu)
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https://ec.europa.eu/food/system/files/2021-09/gfl_train_supp_esfc_e-sub_user-guide.pdf
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https://ec.europa.eu/food/safety/novel_food/authorisations/summary-applications-and-notifications_en

https://ec.europa.eu/food/safety/novel_food/authorisations/summary-applications-and-notifications_en


The Union list

• Contains all the approved novel foods

• Updated when new novel food is approved

• Approvals are by default generic (if not data protected up to 5 years)

EUR-Lex - 02017R2470-20220203 - EN - EUR-Lex 

(europa.eu)

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R2470-20220203
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Baobab fruit pulp
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Baobab fruit pulp - specifications
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Alfalfa protein

41



Flavonoids from licorice root
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Chia seeds
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Microbial cultures

Microbial cultures are not regulated separately in the EU and are therefore covered by the novel 

food regulation (if not a food additive)

In connection to the forthcoming update of Novel Food Catalogue microbial cultures will be 

included in the list
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Seaweed and algae

The EU Commission Joint Rearch Center has  

mapped the use of seaweed and algae in the EU.  

EU’s novel food catalogue will be updated with the 

new information about the use of macroalgae

(seaweed) in particular.

https://www.eumofa.eu/documents/20178/8

4590/Blue+bioeconomy_Final.pdf

https://www.eumofa.eu/documents/20178/84590/Blue+bioeconomy_Final.pdf


Insects

Insects legally market in the EU before 1. of January 2018, could still be 

marketed until the company had submitted an application for this food, and 

it had been evaluated whether the product can be novel food approved. 

An application for approval had to be submitted to the EU-commission 

before 1. of January  2019



The following insects which are under approvel in the EU, can be marketed as food in Denmark according to the transitional measures in the novel food 

regulation:

Yellow mealworm larvae (Tenebrio molitor)

Grashopper (Locusta migratoria)

Banded cricket (Gryllodes sigillatus)

House cricket (Acheta domesticus)

Buffalo worm larvae (Alphitobius diaperinus)

Black soldier fly larvae (Hermetia Illucens) 

47

Application insects

https://www.foedevarestyrelsen.dk

/Leksikon/Sider/Insekter.aspx

https://www.foedevarestyrelsen.dk/Leksikon/Sider/Insekter.aspx
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Cannabidiol - CBD

- CBD is novel food

- 130+ applications for approval is submitted. Of 

this 3 concern synthetic CBD

- CBD from Cannabis sativa is not covered by the 

rules on narcotics unless the product contains 

THC

- CBD is mostly categorized as medicinal products 

in Denmark.



Question for e-submission and applications must be directed to EU Commission at
SANTE-FOODSYSTEMS@ec.europa.eu

Question regarding novel food can be sent to: novelfood@fvst.dk
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mailto:SANTE-FOODSYSTEMS@ec.europa.eu
mailto:novelfood@fvst.dk
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Thank you!

Questions? 


