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Background information on the rules for bringing to the EU market novel foods, and foods
traditionally eaten outside Europe but sold for the first time in the EU

Regulation (EU) of the European Parliament and of the Council of 25 November 2015
on novel foods, amending Regulation (EU) No 1169/2011 of the European Parliament and of the
Council and repealing Regulation (EC) No 258/97 of the European Parliament and of the Council
and Commission Regulation (EC) No 1852/2001

Update

Background information on the rules on bringing to the EU market novel foods, and foods
traditionally eaten outside Europe but sold for the first time in the EU. Legal definitions of novel
and traditional, and the procedures and basic requirements, are explained.

Background

Since 1997, the EU has had a specific regulatory procedure for all novel foods — that is food that
was not on the European market before 1997. Regulation 258/97 was replaced by Regulation
(EV) , wWhich aimed to clarify and improve the efficiency of the authorisation
procedures. Of particular relevance for agri-food exporters to the EU was the introduction of a
simplified procedure for “traditional food” historically consumed safely in third countries. Novel
foods, including traditional foods, are regularly approved for placement on the EU market and
included in a Union list of novel foods (Regulation (EU) )

NOVEL FOODS

What is a novel food?
A food is determined to be novel where it fulfils two criteria, as shown in Table 1.

What happens if the food status — novel or not novel —is not clear?

If a product’s novel food status has already been discussed by EU Member States, information
about its perceived status can be found in the . This online resource
indicates whether a food is novel; not novel; historically only used in food supplements (and
therefore novel); or if there is insufficient information to decide. This catalogue has no legal
value; it provides an indicative view on the basis of information collected by Member States.
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https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32015R2283
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32015R2283
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R2470
https://webgate.ec.europa.eu/fip/novel_food_catalogue/

Y AGRINFO

If the novel food status is still unclear, a food business can consult with the authorities of the
Member State where they first intend to place a product on the market. Those authorities can in
turn consult with other Member States and the Commission. A final decision on the status of the
food can be made by the Commission. A list of past consultations can be found on the European
Commission webpage “ ". Up to 2022, in cases where
status clarification was requested, around 60% of the foods were considered novel.

How can a business get a novel food on the authorised Union list of novel
foods?

A business can apply for a novel food authorisation by providing the following information to the
Commission (Regulation (EU) , Art. 10):

name/address of applicant

name/description of novel food

description of production process

detailed composition of novel food

scientific evidence demonstrating the food does not pose a safety risk to human health
analysis methods (where appropriate)

proposal for the intended use and specific labelling requirements.

Applications must be submitted to the European Commission using the

How is the authorisation application handled?

The European Commission may, and typically does, request an opinion from the European Food
Safety Authority (EFSA) on the safety elements of the application (Art. 10). EFSA must provide
its opinion within 9 months on:

the novel food's safety compared to comparable food on the EU market
whether the novel food poses a safety risk to human health

whether the novel food, if it is intended to replace another food, could be nutritionally
disadvantageous for the consumer.

EFSA can ask for additional information from the applicant, and may request an extension to the
9-month evaluation period.

Having received EFSA’s opinion, the Commission has 7 months to submit to Member States a
draft act authorising the product. If the Commission does not request an EFSA opinion, the
7-month period starts from the date when the Commission receives the application.

The Commission can terminate the application procedure at any stage and decide not to update
the Union list of novel foods. A list of terminated novel food applications can be found on the
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https://food.ec.europa.eu/safety/novel-food/consultation-process-novel-food-status_en
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32015R2283
https://ec.europa.eu/food/safety/novel_food/e-submission_en
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European Commission webpage *“

TRADITIONAL FOODS

What if a food is not known in the EU, but is part of the traditional diet in a
non-EU country?

A different procedure is available for traditional foods from third countries (Regulation (EU)

, Art. 14). Traditional foods are those with a history of safe use in a third country,
defined as having their safety “confirmed with compositional data and from experience of
continued use for at least 25 years in the customary diet of a significant number of people in at
least one third country” (Art. 3).

A business wishing to export a traditional food to the EU must notify the Commission with the
following information:

name/address of applicant

name/description of traditional food

detailed composition of traditional food

country/countries of origin of traditional food

data demonstrating the history of safe food use in a third country
proposal for conditions of intended use/specific labelling requirements.

Further details of what is required in an application are set out in Commission Implementing
Regulation

How are traditional food notifications handled?

The Commission forwards notifications to EFSA and the Member States. If, within 4 months, it
receives no substantiated safety objections concerning the traditional food, the Commission
must authorise its placing on the market. If safety objections are received, the business must
make an application including data that responds to the objections raised.

Guidance for traditional foods
Commission Implementing Regulation 2017/2468 details the administrative and scientific
requirements for notifications concerning traditional foods
EFSA: Notification procedure for traditional foods
EFSA: Guidance on the preparation and submission of the notification and application for
authorisation of traditional foods from third countries in the context of Regulation (EU)
2015/2283 (Revision 1)
A food business wishing to market a traditional food from a third country for the first time
must submit a notification directly to the European Commission using the e-submission
system.
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https://food.ec.europa.eu/safety/novel-food/decisions-terminating-procedure_en
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32015R2283
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32017R2468#:~:text=Commission%20Implementing%20Regulation%20(EU)%202017,(Text%20with%20EEA%20relevance.%20)
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What are the major implications for exporting countries?

Opportunities

The EU offers a significant market for developing countries commercialising biological resources
beyond their borders, and the Novel Foods Regulation provides a secure legal basis for such
exports. For example, with the support of UNCTAD, South Africa secured novel food status for
baobab fruit pulp in the EU. Exports to the EU have contributed to a global baobab ingredient
market estimated at $3.8 billion in 2017, which is expected to expand to $5 billion by 2024.
Baobab commercialisation, although initiated in South Africa, offers economic opportunities to
several African countries ( ). In the case of baobab, EU authorisation also paved
the way to regulatory approval in other international markets, including Canada, Australia, Japan,
South Korea, India, Malaysia, Singapore and Thailand ( ). Extending use of the
byproducts of traditional ingredients, such as coffee byproducts (recognised by the EU as novel
foods), is also a way of reducing waste and providing additional income for farmers

( ).

Limitations

The EU Novel Foods Regulation has long been controversial among many developing countries,
some of which have raised concerns before the World Trade Organization (WTO). Peru, for
example, has been consistently critical of the treatment of "high potential Peruvian products such
as camu camu (Myrciaria dubia), yacon (Smallanthus sonchifolius), sacha inchi (Plukenetia
volubilis) and other Amazonian fruits and their by-products" as novel foods ( ).

The 2015 revision of the regulation partly aimed to facilitate market access to traditional
products. However, its success in this respect is questionable. By 2022, of
traditional foods from non-EU countries had been submitted to the European Commission, and
eight had been included on the Union list. The limited number of traditional food notifications is
particularly notable given the large increase in novel food applications, up from an average of
five per year before 2015 to 40 applications in 2018 and 39 in 2019 ( ). Market
expansion for traditional foods has therefore been limited.

One potential obstacle may be the cost of gathering the data required to support notifications and
applications. For example, for baobab the process is estimated to have cost between €250,000
and €350,000 (albeit under the Directive that preceded this Regulation) ( ). Third
countries have continued to raise questions before the WTO regarding the scientific justification
for the establishment of an approval/notification procedure for traditional foods ( ;

).
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https://unctad.org/system/files/official-document/ditctedinf2021d3_en.pdf
https://www.abs-biotrade.info/fileadmin/Downloads/1.%20PROJECTS/ABioSA/Repository/ABioSA-case-study-Baobab-emerging-to-maturing-industry-2021.pdf
https://www.mdpi.com/2673-9976/6/1/37
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=Q:/G/SPS/GEN1087.pdf&Open=True
https://ec.europa.eu/food/safety/novel-food/authorisations/summary-applications-and-notifications_en#Summary-2015/2283
https://reader.elsevier.com/reader/sd/pii/S0963996920305408?token=770B2384DF1FC79B12B40462A3A7248ADCD8C12BADDDDF4ADBB05253891CAACC86500849728DB76412794387B31ACFA0&originRegion=eu-west-1&originCreation=20220624082109
https://unctad.org/system/files/official-document/ditctedinf2021d3_en.pdf
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/G/SPS/R86.pdf&Open=True
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/WT/TPR/S395.pdf&Open=True
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/WT/TPR/S395.pdf&Open=True
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Table & Figures

Table1
Novel foods explained

“Novel foods” means any food that:

A.Was not used AND B. Falls under at least one of the categories below, where the food:

for human

consumption to a i. Hasanew orintentionally modified molecular structure, where the structure was not used in a
significant degree food before 15 May 1997

within the EU

before 15 May 1997 ii. Consists of, is isolated or produced from microorganisms, fungi or algae

iii. Consists of, is isolated or produced from mineral origin

iv. Consists of, is isolated or produced from plants or their parts, except when the food has a
history of safe use within the EU and is produced using:
(a) traditional propagating practices used prior to 15 May 1997; or
(b) non-traditional propagating practices, where those practices do not give rise to significant

changes in the composition and structure of the food affecting its nutritional value,
metabolism or level of answerable substances

v. Consists of, is isolated or produced from animals or their parts, except for animals obtained by
traditional breeding practices used before 15 May 1997 and where the food from those animals
has a history of safe usein the EU

Vi,

Consists of, is isolated or produced from cell culture or tissue culture derived from animals,
plants, microorganisms, fungi or algae

vii. Results from a production process not used before 15 May 1997, which gives rise to significant
changes in the composition or structure of the food, affecting its nutritional value, metabolism
or level of undesirable substances

viii. Consists of engineered nanomaterials

ix. Isvitamins, minerals and other substances used in food supplements, fortified foods or the
special categories of traditional/medical foods regulated by Regulation 609/2013, where:
(a) a production process used before 15 May 1997 has been applied

(b) they contain/consist of nanomaterials

X. Isafood supplement ingredient used in the EU before 15 May 1997, where it is intended to be
used in foods other than food supplements

Source: based on Regulation (EU) 2015/2283
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