Schweizerische Eidgenossenschaft Federal Department of Home Affairs FDHA
Confédération suisse . .
Confederazione Svizzera Federal Food Safety and Veterinary Office BLV

. f Food and nutrition
Confederaziun svizra

Information sheet 1

Evaluation of novel food status within the frame-
work of self-monitoring

Status: January 2026

000.07.01
BLV-D-1C013501/322



Table of contents

L oo LU T T o) 3

A. DeCIiSION tre@ — OVEIVIEW .......coiiiiiiiiiiiccccirrr e ssms e s e s s s s nnn e e e e e e e e s s e mnmmn e ne e e e e eas 4

B. Preliminary checks regarding the food or food ingredient..........ccccocmiiiriinncincenen, 5
1. 1S T @ FOOASIUM? oo e 5
2. Plants, parts of plants or preparations thereof that are prohibited in foodstuffs and
substances that may not be added to foOdStUTfS .........ocuiiiiiiiii 5
3. Foodstuffs or food ingredients that are not safe. ..., 5
4. Does the food fall under one of the exceptions for novel foods?...........oooiiiiie 6

C. Clarification as to whether a foodstuff or food ingredient is covered by the novel food

=Y o T =11 oo 7
5. Has the food already been approved as a novel food in the EU or Switzerland? .................. 7
6. Isthe food already listed in the EU Novel Food Catalogue?...........cccceviiiiiiiieniiiiiee e, 8
7. Has the food already been classified by an EU Member State or in Switzerland?............... 10
8. Isthe food listed in the plant, mushroom or algae list of the federal government and the
federal states of Germany? If so, is information regarding the novel food status available? ....... 11

D. What to do if no information is available in accordance with questions 5-87 ..................... 13
Traditional NOVEI fOOUS .....ooiiiiiii ettt e e e e e e e e ee e e e e e e e e e e e nnns 15

2/15



Introduction

As part of their self-monitoring, distributors must document how they have determined the novel food
(NF) status of a foodstuff. The information sheet provides a decision tree and clarifications on the indi-
vidual questions that distributors can use as a guide to determine the NF status of a foodstuff.

The information sheet explains the order in which, where, how and in which documents information re-
garding NF status can be obtained. It is a supporting document and not a requirement. This document
does not replace documented self-monitoring, but merely helps to ask the right questions regarding
clarifications about NF status and is therefore intended as a guide.

There are no requirements regarding the form of documentation for determining the NF status as part

of self-monitoring. Distributors must document their research in such a way that it can be presented to
the cantonal enforcement authority upon request. The documents must be comprehensible with regard
to the conclusion on the NF status.

The appendix to the application form and Information Sheet 2 “Supporting document for correctly com-
pleting the application form for the authorisation of novel and traditional Novel Foods in accordance
with Article 16 of the Ordinance on Food and Utility Articles” can be used as a guide to structure the re-
search in a clear and comprehensible manner.

As part of self-monitoring (in accordance with Art. 26 FSA), food manufacturers must
determine the Novel Food status themselves and document this.
The following two steps can be followed for this purpose:

Information sheet 1 for the evaluation of Novel Food Status within the
framework of self-supervision 1

El Is information regarding NF Status already known?
Is it food?
Does it fall under the ions for Novel Foods (fi additives,
enzymes, GMOs)?
Has the food
- already been approved as a Novel Food in the EU or Switzerland?
already listed in the EU Novel Food Catalogue?
already classified by an EU Member State or the FSVO?
listed in the plant, mushroom or algae list of Germany? If so, is information
regarding the Novel Food Status available?

EI If no information on the NF status is available, then the NF status must be
determined yourself, based on:
Comprehensive distribution or sales information

on il old authori;

Listings in catalogues, recipes, etc.
Expert knowledge (witnesses, etc.)

Result of self-supervision's steps 1 and 2: \fs) orb)

(@) Novel Food NF

(b) Traditional Novel Food tNF ol Self-supervision
(c) Not a Novel Food fulfilled.

If no information could be found on significant consumption of the
foodstuffin the EU or Swi d prior to 15 May 1997, there is a strong
suspicion that it is a Novel Food.

FOOD MANUFACTURERS

Figure 1 Process for the authorisation of novel foods in accordance with the ‘Diagram of the authorisa-
tion procedure for novel foods’ (link). This information sheet serves as an aid for evaluating novel food
status within the framework of self-monitoring (see red box).
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https://www.blv.admin.ch/dam/blv/en/dokumente/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/novel-food-gesuchsformular.docx.download.docx/Gesuchsformular%20f%C3%BCr%20die%20Bewilligung%20von%20neuartigen%20und%20traditionell%20neuartigen%20Lebensmitteln.docx
https://www.blv.admin.ch/dam/blv/en/dokumente/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/novel-food-merkblatt-2.pdf.download.pdf/Merkblatt%202%20-%20Hilfsdokument%20zum%20Ausf%C3%BCllen%20des%20Gesuchsformular.pdf
https://www.blv.admin.ch/dam/blv/en/dokumente/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/novel-food-grafik-bewilligungsverfahren.pdf.download.pdf/Grafik%20des%20Bewilligungsverfahren%20f%C3%BCr%20neuartige%20Lebensmittel.pdf

A. Decision tree — Overview

The decision tree in Figure 2 provides an overview of the most relevant questions relating to the evalu-
ation of NF status in the context of self-monitoring. Sections B, C and D then explain the questions lis-
ted in the decision tree.

Section B — Preliminary checks on the food or food ingredient

No Does not fall within the scope of the Foodstuffs Act (Art. 4 para. 3 lit. d FSA, SR
1. Is it a foodstuff? — 817.0).

See comments on question 1 below.
l Yes
No Use in foodstuffs is prohibited (Annex 1 VFO — SR 817.022.17, Annex 4 AVMO
2. Can the plant or substance be used in food? —— —SR817.022.32, or Annex 4 of the Flavourings Ordinance — SR 817.022.41).
See comments on question 2 below.

l Yes

No The foodstuff may not be placed on the market (Art. 7 para. 1 FSA, SR 817.0).
8. s the foodstuff safe? See comments on question 3 below.
l Yes

4. Does it fall under one of the exceptions for novel foods
in accordance with Art. 15 para. 2 FSO?

Is ita genetically modified foodstuff? Yes Then it cqnnot be classified and authqrised as a novel food. The !'elevgnt legal
Is it a food enzyme? requirements for the corresponding category must be complied with.
h K : See explanations for question 4 below.
Is it a flavouring?
Is it an additive?
Is it an extraction solvent?

I he

Yes
5. Has the food already been authorized as a novel food inthe EUor ———»
Switzerland? Authorizations of the European Commission for NF are also valid in
Switzerland. The NF is therefore also marketable in Switzerland.
Auhtorizations of the FSVO for NF are only valid in Switzerland. The NF
is therefore only marketable in Switzerland.
i See comments on question 5 below.
; . Yes
6. Is the food already listed in the EU Novel Food Catalogue? — Entries in the EU NF catalogue are also valid in Switzerland.
Please note: Classifications as "novel" in the EU NF catalogue do not
correspond to an authorization and are therefore not automatically
No marketable.
See comments on question 6 below.
Yes L o )
7. Has the food already been classified by an EU Member State orin =~ * Classifications by Member States are also valid in Switzerland.
Switzerland?
Classifications by the FSVO are not valid in the EU.
Please note: Classifications as "novel" by EU Member States or the
FSVO do not constitute authorization and therefore do not automatically
mean that the product can be marketed.
No
See comments on question 7 below.
v
. ; o ) . Yes Entries in the plant, fungus or algae list can serve as supporting
8. Is information contained in the list of plants, fungi or algae? 1 information for the evaluation of the NF status.
l No See comments on question 8 below.

Section D — Whatto do if no information is available in accordance with questions 5-8?

The novel food status of the foodstuff must be determined independently. It must be verified, documented and proven that the foodstuff was consumed in
significant quantities as food in the EU or Switzerland before 15 May 1997.

See explanations in section D of this information sheet.

Figure 2 Decision tree with the most important questions that may be helpful in evaluating NF status as part
of self-monitoring. Each question is then explained in sections B, C and D of this information sheet.
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B. Preliminary checks regarding the food or food ingredient

1. lIs it a foodstuff?

The requirements for NF only apply to foodstuffs. These are defined in the Foodstuffs Act (FSA, SR
817.0) in Article 4, paragraphs 1 and 2.

Substances that are not foodstuffs according to Art. 4 para. 3 FSA cannot be assessed as NF. These
include medicinal products, narcotics and psychotropic substances.

Some substances are toxicologically harmful or have a pharmacological effect that, according to the
legal definition, is reserved exclusively for medicinal products. Such substances may not be used in
foodstuffs (Art. 2 para. 4 lit. d FSA). Such products cannot therefore be classified as NF, as they are
not foodstuffs.

Support in distinguishing between medicinal products and foodstuffs can be found on the following
website: Differentiation criteria

Information on narcotics and psychotropic substances can be found here: Das Betaubungsmittelgesetz
(available in German, French and Italian) and Federal Act on Narcotics and Psychotropic Substances
(NarcA, SR 812.121).

2. Plants, plant parts or preparations thereof that are prohibited in foodstuffs and sub-
stances that may not be added to foodstuffs

Swiss law prohibits the use of certain products in foodstuffs. These products may therefore not be used
in the preparation and manufacture of foodstuffs, regardless of their NF status.

Examples:

e Prohibited plants: Annex 1 of the FDHA Ordinance on Foodstuffs of plant Origin, Fungi and
Table Salt (VFO SR 817.022.17 — available in German, French and ltalian): List of plants and
parts of plants, as well as preparations and substances produced from them, whose use in
foodstuffs is not permitted

e Prohibited substances:

o Annex 4 to the FDHA Ordinance on the Addition of Vitamins, Minerals and other Sub-
stances to Foodstuffs (AVMO, SR 817.022.32 — available in German, French and
Italian): substances that may not be added to foodstuffs

o Annex4, Section 1 of the FDHA Ordinance on Flavourings and Food Ingredients with
Flavouring Properties in or on Foodstuffs (Flavourings Ordinance, SR 817.022.41 —
available in German, French and Italian)

3. Foodstuffs or food ingredients that are not safe.

If the product clearly contains critical ingredients that could be relevant to food safety, this issue must
be addressed before the NF status is evaluated.

Certain botanicals in foodstuffs may pose a safety risk. Plants that contain pharmacologically active
substances, exhibit toxic properties in the dosages used, may have side effects or are not suitable for
certain consumers (contraindications) are particularly problematic. The production and dosage are also
particularly relevant for the assessment of botanicals as food or food ingredients. For example, extracts
can vary considerably in their composition and nutritional, pharmacological and toxicological properties
depending on the manufacturing process and the extraction agents used.

A search in the EFSA Database could also help to find out whether the EFSA has already carried out a
scientific assessment of a particular substance or product.
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https://www.fedlex.admin.ch/eli/cc/2017/62/en
https://www.fedlex.admin.ch/eli/cc/2017/62/en#art_4
https://www.fedlex.admin.ch/eli/cc/2017/62/en#art_4
https://www.blv.admin.ch/blv/en/home/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/hilfsmittel-und-vollzugsgrundlagen/abgrenzungskriterien.html
https://www.bag.admin.ch/de/das-betaeubungsmittelgesetz
https://www.fedlex.admin.ch/eli/cc/1952/241_241_245/en
https://www.fedlex.admin.ch/eli/cc/2017/181/de#annex_1
https://www.fedlex.admin.ch/eli/cc/2017/161/de#annex_4
https://www.fedlex.admin.ch/eli/cc/2017/182/de#annex_4
https://www.efsa.europa.eu/en/publications

4. Does the foodstuff fall under one of the exceptions for novel foods?

According to Art. 15 para. 2 of the Ordinance on Foodstuffs and Utility Articles (FSO, SR 817.02 —
available in German, French and ltalian), the following foodstuffs are not considered NF:

1.

Genetically modified foodstuffs (the requirements set out in Section 6 of the FSO and the
FDHA Ordinance on Genetically Modified Foodstuffs (GMFO, SR 817.022.51 — available in
German, French and Italian) apply here)

Food enzymes (the requirements of the FDHA Ordinance on Technical Procedures and Tech-
nical Auxiliaries for the Treatment of Foodstuffs (TPAFQO, SR 817.022.42 — available in Ger-
man, French and Italian) apply here)

Additives (the requirements of the FDHA Ordinance on Additives permitted in Foodstuffs
(FoodAO, SR 817.022.31 — available in German, French and ltalian) apply here)

Flavourings (FDHA Ordinance on Flavourings and Food Ingredients with Flavouring Properties
in or on Foodstuffs (Flavourings Ordinance, SR 817.022.41) apply here)

Extraction solvents (the requirements of the FDHA Ordinance on Technical Procedures and
Technical Auxiliaries for the Treatment of Foodstuffs (TPAFO, SR 817.022.42 — available in
German, French and Italian) apply here)
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https://www.fedlex.admin.ch/eli/cc/2017/63/de#art_15
https://www.fedlex.admin.ch/eli/cc/2017/63/de
https://www.fedlex.admin.ch/eli/cc/2017/63/de#chap_2/sec_6
https://www.fedlex.admin.ch/eli/cc/2020/456/de
https://www.fedlex.admin.ch/eli/cc/2017/162/de
https://www.fedlex.admin.ch/eli/cc/2013/842/de
https://www.fedlex.admin.ch/eli/cc/2017/182/de
https://www.fedlex.admin.ch/eli/cc/2017/162/de

C. Clarification as to whether a foodstuff or food ingredient is covered by
the novel food regulation

5. Has the food already been authorized as a novel food in the EU or Switzerland?

a. Union list in the EU

Foodstuffs that fall under the definition of NF in the EU and have been authorized by the EU Commis-
sion are listed in the EU Commission's Union list. This consists of two tables:

l. Table I "Authorized novel foods" contains all authorized NFs in the EU and also includes the
conditions under which the NF may be used. This table also specifies maximum levels and
specific labelling requirements, among other things.

1. Table Il "Specifications" contains the specifications for each NF. If the product currently be-
ing evaluated for its NF status does not exactly match the specification, it will not be author-
ized.

Both tables must be checked to obtain information about the authorized NF.

If a foodstuff has been approved as an NF in the EU, it is marketable in both the EU and Switzerland.
However, the relevant specifications must be complied with.

As the Union list is only updated 3 to 4 times a year, it is not always up to date. The fact that a foodstuff
is not listed in the Union list does not therefore mean that the foodstuff is not novel or has not been au-
thorized.

The FSVO therefore supplements the Union list by listing all novel foods approved in the EU with the
corresponding implementing regulation (authorization) (link).

Please note

e Applicants in the EU can apply for a data protection clause for scientific studies submitted and
conducted as part of the NF authorisation procedure. Whether the EU Commission has gran-
ted the application for data protection is recorded in the relevant implementing regulation and
in the Union list. In this case, the NF can only be placed on the market by the applicant for 5
years.

b. Switzerland: Authorizations by the FSVO

The FSVO can also authorize novel foods as part of an authorization procedure in accordance with Art.
17 FSO. These are listed on the FSVO website. The FSVO maintains a list of submitted applications
and their status, as well as a list of classified and (depending on the status of the procedure) author-
ized NF or tNF in Switzerland.

Please note

e Authorizations granted in Switzerland for NF are not valid in the EU. Authorisation from the
European Commission is still required.

e The annex to the FDHA Ordinance on Novel Foods (SR 817.022.2) lists foods that may be
placed on the market without further authorisation from the FSVO.

Has the food not yet been authorized as a novel food in the EU or Switzerland? If so, question 6 should
be considered.
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https://eur-lex.europa.eu/legal-content/DE/TXT/?uri=CELEX%3A32017R2470
https://www.blv.admin.ch/dam/blv/de/dokumente/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/novel-food-bewilligte-lebensmittel-eu.pdf.download.pdf/in-der-eu-bewilligte-novel-food-de.pdf
https://www.fedlex.admin.ch/eli/cc/2017/63/de#art_17
https://www.fedlex.admin.ch/eli/cc/2017/63/de#art_17
https://www.blv.admin.ch/dam/blv/en/dokumente/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/novel-food-liste-eingereichte-gesuche.xlsm.download.xlsm/Liste%20eingereichte%20Gesuche.xlsm
https://www.blv.admin.ch/dam/blv/en/dokumente/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/novel-food-katalog.xlsm.download.xlsm/NF%20Katalog%20BLV.xlsm
https://www.fedlex.admin.ch/eli/cc/2017/159/de#annex_u1

6. Is the food already listed in the EU Novel Food Catalogue?

The Novel Food Catalogue is a non-exhaustive list of foods of animal and plant origin, algae species,

food cultures and other substances whose NF status has been determined. It is a non-binding docu-

ment that serves as a guide to whether a product requires authorization under the NF Regulation.

The foods listed in the EU Novel Food Catalogue are arranged alphabetically. A search engine helps
with the search. For each application, the name (scientific name for animals, plants, algae and fungi),

description, update date and classification can be found. The catalogue is only available in English.

D-man

Dacryclee 8
Daucus carota L.

Daucus gingidium

Dendrocalamus asper Backer ex

K.Heyne

Dendrocalamus latiflorus Munro
Deodorised cocoa butter

Desmodesmus communis

(E.Hegewald) E.Hegewald 2000

Desmodesmus subspicatus

ABCDEFGHIJKLMNOPQRSTUVWXY ZALL

Description

the entry ‘Q’

STATUS

(Chodat) E.Hegewald & + Whole

AW.FY

Desugared fermented orange

juice

Classification

Desmodium gangeticum (L.) DC.

food on the EU market.

NHA and FPA athul satere nil

Dimorphandra mollis Benth.

Latest update: 30/01/2025

The entry concerns the use of Dimorphandra mollis Benth, a tree species in the genus of Dimerphandra and
quercetin extracted from the plant

Quercetin (= 95% Jobtained by extraction of Dimorphandra mollis Benth. was subject to a consultation request to
the German competent authority under Article 4 of Regulation (EU) 2015/2283. The outcome is also published
on the following Commission's link https://ec.europa.eu/food/safety/novel_food/consultation-process_en under

. NOVEL FOOD - According to the information available to Member States' competent authorities, this
product was not consumed in the EU to a significant degree as a food before 15 May 1997. Therefore, a
pre-market authorisation in accordance with Regulation (EU) 2015/2283 is required before it can be placed as

Figure 3 Excerpt from the EU Novel Food Catalogue for an example product. The arrows indicate the most
important information for the entry: name of the food/substance (red), description of the food to which the
entry refers (yellow), classification (blue) and update date (green).

Several assessments are possible for classification:

Symbol

Meaning

NOT NOVEL IN FOOD

Not novel:

Food is not subject to the Novel Food authorisa-
tion procedure

NOT NOVEL IN FOOD SUPPLE-
MENTS

Not novel in food supplements:

Food may be used in food supplements, but the
NF status for use in non-food supplements must
be further clarified

See section “Please note” below
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https://ec.europa.eu/food/food-feed-portal/screen/novel-food-catalogue/search

NOVEL FOOD Food is novel and subject to authorization

AUTHORISED NOVEL FOOD The food is novel, but has already been author-
ized in the EU (see question 3).

@ SUBJECT TO A CONSULTATION | A novel food status determination is ongoing
REQUEST or has been completed in a Member State (see
question 5).

Table 1 Key for the classifications used in the EU Novel Food Catalogue.

Although the EU Novel Food Catalogue is not legally binding, it is considered a strong indicator when
evaluating the novel food status of a foodstuff. The Novel Food Catalogue is updated regularly and is
also used as strong evidence in court decisions.

However, the following must also be noted:

e Swiss law takes precedence. This means that if Swiss legislation prohibits the use of certain
substances in foodstuffs, these substances may not be used in foodstuffs, even if they are
classified as "not novel" in the EU Novel Food Catalogue. Examples:

o Melatonin is prohibited under Art. 2 para. 4 and Annex 4 of the FDHA Ordinance on
the Addition of Vitamins, Minerals and other Substances to Foodstuffs (AVMO, SR
817.022.32).

o Extracts from the seeds of the plant Griffonia simplicifolia are prohibited under Art. 3
and Annex 1 of the VFO; this also applies to 5-HTP produced from these extracts.

An entry in the Novel Food Catalogue does not constitute authorization of the foodstuff.

Please note:

e Ifa plant, fungus or algae is classified as non-novel in foodstuffs or food supplements, this
classification does not apply to extracts obtained from it. If, for example, components are isol-
ated or purified by means of extraction processes for the production of a foodstuff, the compos-
ition of the products no longer corresponds to their natural composition.

o However, according to the unanimous opinion of the EU Member States, the same
status applies to non-concentrated aqueous extracts from non-novel foods for use as
tea.

o Inthe case of alcoholic extractions — even if the extraction process is conventional — a
shift in the proportions of the plant's substances is usually unavoidable, which in prin-
ciple means that the novel food status must be determined for each individual extract.

e If parts of plants or fungi are classified as non-novel, this classification does not automatically
apply to all or other parts of the plants and fungi. Different parts of plants and fungi can vary
considerably in terms of their composition.
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https://www.fedlex.admin.ch/eli/cc/2017/161/de
https://www.fedlex.admin.ch/eli/cc/2017/181/de#annex_1

e Evenin the case of preparations made from plants, fungi and algae that are classified as non-
novel, the novel food status cannot be transferred to other preparations made from them, as
these may also differ significantly in their composition.

e If parts of plants, fungi or algae or preparations are classified as non-novel only for specific
food categories, the status does not automatically apply to all food categories and manufactur-
ing methods.

e In the case of classifications as "not novel in food supplements”, it is still necessary to check in
what form parts of plants, fungi or algae or preparations were placed on the market in food
supplements before 1997. The classification "not novel in food supplements" does not mean
that all preparations are not novel as food supplements.

e The fact that a foodstuff is not listed in the NF catalogue does not mean that the food is not
novel. If it is not in the catalogue, the clarification of the novel food status must be continued.
Furthermore, entry in the EU Novel Food Status Catalogue does not constitute authorization of
the food. It only provides an indication of the novel food status of the food in the EU.

¢ In principle, EU classifications also apply in Switzerland, unless it can be proven that a food-
stuff was used for human consumption to a significant extent in Switzerland (as opposed to an
EU Member State) before 15 May 1997. In this case, the foodstuff may be considered non-
novel in Switzerland, unlike in the EU.

Is the food not listed in the EU Novel Food Catalogue? Then question 7 should be considered.

7. Has the foodstuff already been classified by an EU Member State or in Switzerland?

Although the EU Novel Food Catalogue is continuously updated, the classifications of individual Mem-
ber States may not be included in the catalogue. It is therefore worth checking whether a particular
food has already been classified by a Member State.

The database can be found here: Consultation process on novel food status — European Commission

Consultation process on novel food status

PAGE CONTENTS Name and description of the Date of Statement on Reasons Where the food is
m A food concerned publication the food justifying novel, the most
concerned the appropriate food
B statement category under which

it falls in accordance
with Article 3(2) of

D Regulation (EU)
2015/2283

¢ A
| A plant protein concentrate that 25 Februar View
K is fermented with the mycelium 2019 M Classification document Category 3(2)(a)(ii)
of shiitake (Lentinus edades). @
. . View
M Agaricus blazei dehydrated 29 October Novel Fo D Category 3(2)(a) i)
mycelium powder 2019 NF Caegory gory
N @
P View
Albizia julibrissin Durazz. - 8 August Novel Food document Category 3(2)(a)(iv)
flowers 2019 P 9ory
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https://food.ec.europa.eu/food-safety/novel-food/consultation-process-novel-food-status_en

Figure 4 Excerpt from the database. The arrows indicate the most important information for using the database:
search function for foods listed alphabetically (red), name of the classified food/substance (blue), link to the docu-
ment explaining the classification (yellow), and reference to the category under which the novel food falls (green).

Please note:

e The fact that the NF status of a foodstuff has not been determined by an EU Member State
does not mean that the foodstuff is not novel. If it is not included in the list, the clarification of
the NF status must be continued.

o Classifications do not always include specifications. It is therefore necessary to continue to
check whether a particular product falls under the published classification or not.

e A classification by a Member State does not constitute an authorization of the foodstuff.

The FSVO has the authority to determine the novel food status of a foodstuff. Like the FSVO's novel
food authorizations, this classification is only valid in Switzerland.

It should be checked whether an application for a specific product has already been submitted to the
FSVO and whether the FSVO has already carried out a classification for a product (list of applications
submitted to the FSVO and the FSVO NF Catalogue).

Has the foodstuff already been classified by an EU Member State or the FSVO? If not, question 8
should be considered.

8. Is the food listed in the plant, mushroom or algae list of Germany? If so, is information
regarding the novel food status available?

The substance lists of the federal government and the federal states facilitate the classification of
plants and plant parts, fungi and algae as food or food ingredients. They also simplify the delimitation
from medicinal products.

These lists of substances serve as a guide in Germany, Austria and Switzerland for the assessment of
plants and plant parts, fungi and algae as food or food ingredients. If information regarding their use as
food is known, this has been recorded in the list accordingly. This information can help in the evalu-
ation of novel food status. More information on the use and interpretation of the substance lists can be
found in the foreword to the substance lists and in information letter 2021/4.1.

It is possible that individual classifications in Switzerland may differ from the substance lists. This ap-
plies in particular to the prohibition lists in Annex 1 VFO, the classification as a novel food and the de-
limitation from narcotics and medicinal products acts. In any case, the relevant legal provisions of
Switzerland are decisive.

Here are the most important links:

l. FSVO website substance lists

1. Foreword to the list of substances

1. Plant list A-K, plant list L-Z, mushroom list and algae list

V. Information letter 2021/4.1 (available only in German, French and Italian) Use of "substances"
in the categories plants, fungi, lichens and algae, as well as preparations made from them, as
foodstuffs or food ingredients. This information letter describes the assessment of substances

11/15


https://www.blv.admin.ch/dam/blv/en/dokumente/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/novel-food-liste-eingereichte-gesuche.xlsm.download.xlsm/Liste%20eingereichte%20Gesuche.xlsm
https://www.blv.admin.ch/dam/blv/en/dokumente/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/novel-food-liste-eingereichte-gesuche.xlsm.download.xlsm/Liste%20eingereichte%20Gesuche.xlsm
https://www.blv.admin.ch/dam/blv/de/dokumente/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/novel-food-katalog.xlsm.download.xlsm/NF%20Katalog%20BLV.xlsm
https://www.bvl.bund.de/DE/Arbeitsbereiche/01_Lebensmittel/01_Aufgaben/07_Stofflisten/lm_stofflisten_node.html
https://www.fedlex.admin.ch/eli/cc/2017/181/de#annex_1
https://www.blv.admin.ch/blv/de/home/lebensmittel-und-ernaehrung/lebensmittelsicherheit/einzelne-lebensmittel/stofflisten-pflanzen-pilze.html
https://www.bvl.bund.de/SharedDocs/Berichte/08_Stoffliste_Bund_Bundeslaender/Vorwort_Stofflisten_3_Aufl_2024.html?nn=11035366
https://www.bvl.bund.de/SharedDocs/Berichte/08_Stoffliste_Bund_Bundeslaender/Pflanzenliste_Eintraege_A-K_%202_Aufl_10_2020.html?nn=11035366
https://www.bvl.bund.de/SharedDocs/Berichte/08_Stoffliste_Bund_Bundeslaender/Pflanzenliste_Eintraege_L-Z_%202_Aufl_10_2020.html?nn=11035366
https://www.bvl.bund.de/SharedDocs/Berichte/08_Stoffliste_Bund_Bundeslaender/Pilzliste_1_Aufl_10_2020.html?nn=11035366
https://www.bvl.bund.de/SharedDocs/Berichte/08_Stoffliste_Bund_Bundeslaender/Algenliste_1_Auflage_Maerz_2024.html?nn=11035366
https://www.blv.admin.ch/dam/blv/de/dokumente/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/hilfsmittel-vollzugsgrundlagen/informationsschreiben-neu/informationsschreiben_2021_4.pdf.download.pdf/Informationsschreiben%202021_4%20Verwendung%20von%20%C2%ABStoffen%C2%BB%20der%20Kategorien%20Pflanzen,%20Pilze,%20Flechten%20und%20Algen%20sowie%20daraus%20hergestellten%20Zubereitungen%20als%20LM%20oder%20LMZT.pdf

within the framework of self-monitoring (see in particular chapters 4 and 5 of the information
letter) and recommends the substance lists (plant, mushroom and algae lists) from Germany
as a guide for the assessment of "substances”".

V. Information letter 2020/2.1 (available only in German, French and Italian) Marketability of fungi
as foodstuffs

Please note:

e The substance lists from Germany serve as guidance for the assessment of "substances" as
food or food ingredients. These substance lists are not legally binding and do not claim to be
exhaustive. They are updated periodically to reflect new scientific findings and market develop-
ments. They serve as supporting information in the novel food status question.

e A decision tree in the foreword to the substance lists serves as the basis for classifying "sub-
stances". This can also be used to classify other "substances" that are not included in the lists.
In individual cases, it must be checked whether the classification of a "substance" can be
transferred to a preparation made from it. In particular, the classification of a "substance" with
regard to its novel food status is not applicable to extracts obtained from it.

e References to country lists of EU Member States are elements that can be taken into account
as supporting information when assessing novel food status. However, these alone do not
provide sufficient evidence of significant consumption in food supplements prior to 15 May
1997 and are not sufficient for classification of NF status.

¢ Notification in an EU Member State does not mean that the novel food status has been as-
sessed by the authority. In Belgium, for example, only in certain cases does the natification re-
quire the submission of evidence for the evaluation of novel food status so that it can be as-
sessed. Nevertheless, proof of whether or not these products are novel must be provided at
the latest during the inspection by the enforcement authorities. The fact that a product has
been notified and the plant is listed in the positive list is therefore not sufficient to prove novel
food status in the context of self-monitoring.

¢ If no information can be found in the substance lists of the federal government and the federal
states, the clarification of novel food status must be continued.

Is there no information on the foodstuff in the substance lists? Then section D should be taken into ac-
count.
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https://www.blv.admin.ch/dam/blv/de/dokumente/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/hilfsmittel-vollzugsgrundlagen/informationsschreiben-neu/infos-2020-2.pdf.download.pdf/Informationsschreiben%202020_2_.1%20Verkehrsf%C3%A4higkeit%20von%20Pilzen%20als%20Lebensmittel.pdf

D. What to do if no information is available according to questions 5-87?

If there is no clear information regarding the NF status of a food or ingredient in the above-mentioned
documents (questions 5-8, section C), the NF status must be clarified independently and comprehens-
ibly by the person placing the food on the market as part of their self-monitoring and documented ac-
cordingly.

The correct classification of substances is becoming increasingly complex and poses a major chal-
lenge for manufacturers, distributors, authorities and consumers alike. A final assessment of
products must always be made on a case-by-case basis, taking into account all relevant and avail-
able criteria. These include, for example, the manufacture and dosage of a substance. Different manu-
facturing processes or extraction agents can result in significant differences in the composition of pre-
parations (e.g. extracts) and their nutritional, pharmacological and toxicological properties.

Research must be carried out to determine whether the foodstuff was consumed by humans to a sig-
nificant extent in the EU or Switzerland before 15 May 1997.

This section is available to distributors for this purpose, based on the provisions of Commission Imple-
menting Reqgulation (EU) 2018/456 of 19 March 2018 on the procedural steps of the consultation pro-
cess for determination of novel food status in accordance with Regulation (EU) 2015/2283 of the
European Parliament and of the Council on novel foods. This includes questions for clarifying the his-
tory of consumption as food, analogous to the EU document "Human Consumption to a Significant De-
gree".

The following criteria must be taken into account in order to determine whether a food is to be classi-
fied as novel:

e Firstly, there must be a history of use as a foodstuff in the EU or Switzerland prior to 15 May
1997.

e The use must have been significant, as determined by factors such as widespread and general
distribution within an EU country or Switzerland, continuous market presence and integration
into local or regional traditions.

¢ The amount of food used and the type of use (e.g. as part of a normal diet or only on certain
occasions) are also important considerations.

e The way in which the food is available on the market (e.g. in normal food shops or only in
pharmacies) and the duration of availability are also important.

e« Changes in composition due to different manufacturing conditions must therefore also be
taken into account. In the case of extracts, it must be ensured that the evidence relates to pre-
cisely this extract: this means that the manufacture, composition and concentration of the in-
gredients, the consumption pattern (e.g. comparable amount in a food supplement), etc. must
be the same.

¢ Not only the sales, but also the geographical and temporal availability of the food prior to
1997 must be ascertained during the assessment. If a food was sold, this does not necessarily
mean that it was available in significant quantities and consumed.

Robust and reliable information from documented sources is required to assess novel food status. This
includes details about

e the food itself, such as its composition, origin, processing and intended conditions of use
e evidence of its use as a food before 15 May 1997 (in the form of sales data, invoices, recipes,
cookbooks, catalogues and other relevant documents, see table below)

In the case of extracts, it must be ensured that the evidence relates to the identical or comparable ex-

tract: this means that the composition, concentration of ingredients, consumption pattern, etc. must be
the same.
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https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32018R0456
https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32018R0456
https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32018R0456
https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32018R0456
https://food.ec.europa.eu/document/download/14b86069-5e8c-4878-8b67-aba8a1b464d2_en

Type of evidence of its use as a foodstuff before

15 May 1997

Possible weighting

Comprehensive distribution
information

Invoices, etc. with detailed in-
formation on the sale of food-
stuffs, including evidence of
large quantities sold in the EU
or Switzerland

Good evidence if the purpose (food
use) is stated

Sales information

Invoices, etc., detailing the
sale of food

Good evidence if the purpose (food
use) is stated

Information on import/export
by the government/authority

Official documents

Supporting evidence if the purpose
(food use) is stated

Sales information

Catalogues, sales brochures

Supporting evidence if the purpose
(food use) is stated

Consultation with the food
business operator or relev-
ant associations

Reports, internal information

Supporting evidence

Listed in recognised catalo-
gues/documents

Supporting evidence

Expert knowledge

Personal testimonials

Supporting evidence

Supporting information

Articles in journals and
magazines, cookery and re-
cipe books, purchase receipts,
etc.

Supporting evidence

Old legal texts

Legal regulations

Old positive lists of foods in
Switzerland and in EU mem-
ber states

Supporting evidence

(Information on whether certain
foods or substances have already
been on the market for human con-
sumption )

Documents at the Federal
Archives (BAR)

Business-related documents
from the Federal Administra-
tion (old permits or information
sheets)

Supporting evidence in case of
doubt

Support from the new chatbot of

the Swiss Federal Archives. Pos-
sibility of providing certain docu-

ments in digital form

Other
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Traditional novel foods

Foods that have a history of safe consumption in a third country (outside Switzerland and the EU) over
the last 25 years may be considered novel traditional foods. The history of consumption must also be
comprehensive, traceable and verifiable by means of concrete evidence. Sales data, literature sources,
authorizations in a third country, expert knowledge, etc. should also clearly demonstrate consumption
in the third country over the last 25 years.

The most important thing you need to prove is the proven safe use of this food in the third country.
Specifically, you need evidence that demonstrates the following:

e History of use: The food must have been safely used in the third country for at least 25 years
as part of the normal diet of a significant number of people.

e Evidence of safe use:
o Composition data: Information on the composition of the traditional food.
o Conditions of use: The typical conditions under which it is consumed (e.g. processing,
quantity, frequency).
o Experience in the third country: Credible, scientifically sound data and evidence
demonstrating safe use over the last 25 years. This includes, for example:
= Publications in scientific literature.
= Reports or data from research institutes.
=  Statistical data on consumption.
= Information on production and sales.
= No reports of adverse health effects.

e Manufacturing process: It must be demonstrated that the characteristics of the food have not
been significantly altered by the manufacturing process (insofar as it differs from that tradition-

ally used in the third country) and that no additional safety concerns arise.

e Comparison with another food: Where appropriate, comparison with a food already on the mar-
ket and if the food has a similar structure or composition.
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