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Specificities of botanicals (+example CHIA)
Legal background: Botanicals- „OTHER SUBSTANCES“: Not harmonized on EU level
Legal background: Article 8 and Annex III of Regulation (EC) No. 1925/2006
Legal background: General aspects to use the D-A-CH lists of substances
D-A-CH Lists of substances: History, Classification of substances, Decision Tree
D-A-CH Lists of substances 2nd + 3rd edition: Plants + Mushrooms (Fungi) + Algae
Overview of lists on botanicals available in the Member States 
Annex

Overview
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Specificities of botanicals
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a) different varieties / cultivars /  
geographical areas

• different levels of substances

b) different plant parts • different phytochemical 
composition

c) phytochemical compounds • a huge difference in hydrophilic 
or lipophilic character

d) many different types of 
extraction

• plant preparation process 
different extraction time 
different phytochemical content 

e) very few clinical studies • mostly on purified components
f) substances responsible for

adverse / positive effect 
• often not known



Novel Food Unionlist entries
Very exotic- Austrian 
cultivation- seeds difficult to 
obtain due to climate 
difference. Chia sprouts and 
chia plants (sage-like in taste) 
would only be permitted after 
a novel food approval. Not 
traditionally used in South 
America. Antinutritives to 
protect the plant are possible.

Chia (Salvia hispanica L.) (NF) 
Chia seeds, -oil, -protein authorized, Chia sprouts and leaves are not
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The addition of vitamins and minerals to foods, including Food Supplements is 
regulated, but there is no centralized EU assessment for botanical products (“Other 
Substances”). Many +/- lists from MS for botanicals.  no real harmonization!
Some botanicals are considered as traditional herbal medicinal plants and are used 
both in medicinal products and in food supplements. The European Medicines 
Agency (EMA) is responsible for assessing both the safety and efficacy of herbal 
preparations when used as medicines. It is not the role of EFSA or EMA to determine 
the classification of a botanical as a medicine or a food supplement- this is in the 
task of the MS  no harmonization!
Health-claims: EFSA is responsible for assessing the level of evidence for efficacy. No 
safety assessment  ( most are “on hold”)
General food law applies in particular to Regulation (EC) No. 178/2002, Novel Food 
Regulation (EU) 2015/2283.

Legal background 1
Botanicals- „OTHER SUBSTANCES“: Not harmonized on EU level.
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Legal background 2
Article 8 and Annex III of Regulation (EC) No. 1925/2006 I

No specific legal rules apply 
to the addition of “certain 
other substances” including 
botanical substances apart 
from a few exceptions in 
Annex III of Regulation (EC) 
No. 1925/2006
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Legal background 3
Article 8 and Annex III of Regulation (EC) No. 1925/2006 II-
EFSA risk assessment COM
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Necessary case-by-case classification for each individual substance or for each 
individual product.
Primary legal responsibility lies with the food business operator, Article 17 of 
Regulation (EC) No. 178/2002.
Creation of the D-A-CH lists of substances as a non-legally binding guide to the 
classification of substances and their use in food. Deviations from classifications 
in the lists must be well justified by the food business operator.

Legal background 4
General aspects to use the D-A-CH lists of substances



D-A-CH Lists of substances 1 - History
https://www.bvl.bund.de/stofflisten
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• Update of the relevant monographs
• Inclusion of fungi (2nd list) and

algae (draft 3rd list)
• Reconciliation with plant lists of other MS 

e.g. Belgium, France and Italy (“BELFRIT”)
(“MUTUAL RECOGNITION” if possible)

Adopted
Copyright BVL

https://www.bvl.bund.de/stofflisten


D-A-CH Lists of substances 2
3rdedition.: Plants + Mushrooms (Fungi) + Algae
https://www.bvl.bund.de/stofflisten
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The working group (WG) "D-A-CH Lists of substances" currently consists of 
German representatives of the responsible federal authorities (BVL, BfR, BfArM) 
and German representatives of the test centers of the federal states. Two 
representatives each from Austria and Switzerland have also joined the WG, so 
that work is being done on standardizing the assessment of substances in 
German-speaking countries. Of course, small deviations in Austria and 
Switzerland are possible (e.g. classification of medicines + novel food for CH)
External experts from the respective specialist areas have also joined the 
working group as members.
Parallel to the list of plants and mushrooms (fungi), the working group on the 
list of substances has now also drawn up a positive list in 2022 for algae (1st

edition) based on the same decision tree.

https://www.bvl.bund.de/stofflisten
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D-A-CH Lists of substances 3
Classification of substances

According to an exclusion principle

Copyright BVL



D-A-CH Lists of substances 4
Decision Tree
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Novel food

Safe Food

Medicinal 
Product?

?
Unsafe food

Adopted,
Copyright BVL

According to Art. 2 letter g of the general food law , it must be ruled out that a 
narcotic or a psychotropic substance is present (supplement 2nd edition)
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D-A-CH Lists of substances 5
Classification

Adopted
Copyright BVL

Possible categorisations

Food (F) Medicinal product 
(MP)/

(Trad. MP)

Authorisation can be required MP with
restrictions on use

Traditional MP
(additional information)

Use without restrictions

Novel Food (NF)/ 
Not NFS

Aronia melanocarpa 
(black chokeberry: fruit)

Avena sativa (oat: fruit)

Not NFS: 
Melaleuca alternifolia

(Tea trea: leaf)
NF:

Rubus fructicosus
(blackberry: root), 

Rubus glaucus
(Andean raspberry: fruit)

MP:
Urtica dioica

(stinging nettlel: root)
Trad. MP:

Matricaria chamomilla 
(camomile: flower)
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D-A-CH Lists of substances 6
Further Classification

Adopted
Copyright BVL

Sub-lists (referring to Annex III of Regulation (EU) NO 1925/2006

List A List C

Limited use as food/ food 
ingredient recommended

Final assessment not 
possible because of 

missing data

Use as food / food 
ingredient is not 
recommended

List B

Aethusa cynapium
(fool`s parsley: all plant 

parts)

Kalmia latifolia
(laurel rose: leaves)

Adverse effects on health:
Borago officinalis L.  (borage: 

semen, herb)

Therapeutic effect:
Boswellia serrata 

(Indian frankincense: resin)

Vaccinium myrtillus 
(blueberry: leave)

NOT NFS

Sedum roseum
(= Rhodiola rosea)
(rose root: herb)
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D-A-CH Lists of substances 7
Classification as food

Adopted
Copyright BVL

Source of information:
• national standard literature on 

toxicocology 
• EFSA compendium of botanicals

Further classification: (English (German))
• F (A): Known as a flavouring
• S (G): Known for use as a spice
• C (S): Known for use as a colouring agent 

(herbal infusions- “Schmuckdroge”)
• T (T): Known for use as a tea (herbal 

infusion)
• FS (NEM): use in or as FS according to a 

notified positive list of an MS

 Any other use, e.g. in higher doses, can 
lead to effects that may require a 
different classification 
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D-A-CH Lists of substances 8
Members
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D-A-CH Lists of substances 9
External experts for Plants + Mushrooms (fungi) + Algae



D-A-CH Lists of substances 10
Foreword 3rd edition + Algae list 1st edition - 1
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02/2022: 
Drafts of the 
3rd edition of 
the foreword 
and the new 
"algae list" 
for comment



D-A-CH Lists of substances 11 - Algae list 1st edition - 2
https://www.bvl.bund.de/DE/Arbeitsbereiche/01_Lebensmittel/01_Aufgaben/07_Stofflisten/Kommentieren/2022-Kommentierung-
Algenliste.html?nn=13520846

List of algae with 61 entries!
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Identification of 
relevant algae:
• Lists from

BE, FR, CH
• CEN/TC 454 

Norm: Algae 
and algae 
products

• Draft of JRC List 
(with IT)

• NF- Unionlist
• NF-Catalogue

https://www.bvl.bund.de/DE/Arbeitsbereiche/01_Lebensmittel/01_Aufgaben/07_Stofflisten/Kommentieren/2022-Kommentierung-Algenliste.html?nn=13520846


D-A-CH Lists of substances 12 - Algae list 1st edition - 3
https://www.bvl.bund.de/DE/Arbeitsbereiche/01_Lebensmittel/01_Aufgaben/07_Stofflisten/Kommentieren/2022-Kommentierung-
Algenliste.html?nn=13520846

22

https://www.bvl.bund.de/DE/Arbeitsbereiche/01_Lebensmittel/01_Aufgaben/07_Stofflisten/Kommentieren/2022-Kommentierung-Algenliste.html?nn=13520846


D-A-CH Lists of substances 13 - Algae list 1st edition - 4
https://www.bvl.bund.de/DE/Arbeitsbereiche/01_Lebensmittel/01_Aufgaben/07_Stofflisten/Kommentieren/2022-Kommentierung-
Algenliste.html?nn=13520846
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15-17 are empty lines for all 3 algaes.

the label must include 
the following warning: 
do not take with 
anticoagulants

https://www.bvl.bund.de/DE/Arbeitsbereiche/01_Lebensmittel/01_Aufgaben/07_Stofflisten/Kommentieren/2022-Kommentierung-Algenliste.html?nn=13520846


D-A-CH Lists of substances 14- Plant list 2nd edition - 1
https://www.bvl.bund.de/stofflisten
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https://www.bvl.bund.de/stofflisten


D-A-CH Lists of substances 15- Plant list 2nd edition - 2
https://www.bvl.bund.de/stofflisten
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Herb
x Spice

ResinSeeds
Borage Borage

(cold pressed borage seed oil)

https://www.bvl.bund.de/stofflisten


D-A-CH Lists of substances 16- Plant list 2nd edition - 3
https://www.bvl.bund.de/stofflisten
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https://www.bvl.bund.de/stofflisten


D-A-CH Lists of substances 17- Plant list 2nd edition - 4
https://www.bvl.bund.de/stofflisten
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https://www.bvl.bund.de/stofflisten


D-A-CH Lists of substances 18- Plant list 2nd edition - 5
https://www.bvl.bund.de/stofflisten
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The list of substances 
includes only information 
about the therapeutic 
efficacy:
• The pharmacologically 

active dose might be 
lower. 

• The distinction between 
food and medicinal 
products is a case-by-
case decision and is not 
the subject of the list of 
substances

https://www.bvl.bund.de/stofflisten


D-A-CH Lists of substances 19- Fungi list 1st edition
https://www.bvl.bund.de/stofflisten
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Adopted
Copyright BVL

• Identification of relevants mushrooms (fungi)
 Consideration of lists from

BE, IT, AT, SE, UK

• Classification based on the same decision tree

• Additional line “Category”: Distinction 
between fungus and lichen

• In the case of mushrooms (fungi) that are 
listed in the Red Lists of D, A, CH, the degree 
of danger is pointed out

• Conditions of use are indicated

https://www.bvl.bund.de/stofflisten
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There is currently no single exhaustive list on botanicals available in the literature

National lists vary greatly - MS use different approaches:
• Applicable to all foods versus applicable to food supplements only
• Negative list versus positive list or both
• Some MS have no lists or only list of plants classified as medicinal
• Some MS have specific lists on mushrooms (fungi) or tea (herbal infusions)

Available information is often ambiguous or outdated

Where national lists do exist, often it is difficult to access them (difficult to find, 
foreign language)

Overview of lists on botanicals available in the 
Member States 1
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Overview of lists on botanicals available in the 
Member States 2

• BelFrIt-List (Cooperation between Belgium, France and Italy):

• Belgium: Negative List with 380 Substances 

+ Positive List with 650 Substances

• France: Positive List with 540 Substances

• Italy: Positive List with about 1200 Substances

 > 800 of these substances are not listed in the D-A-CH list of substances

Challenge:

• Different classification of individual substances in Belgium, Italy and France

• Not all substances of the individual notified lists are in the BelFrIt list

Goal:  Successive inclusion of individual substances

Adopted
Copyright BVL
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Overview of lists on botanicals available in the 
Member States 3

Lists of Botanicals 
(n=14)

Regulatory
(n=9)

Non-Regulatory 
(n=5)

Positive Lists IT (FS), FR (FS) BelFrIT (FS)
Negative Lists BG (FS), CH (Food),

LT (FS), NL (FS)
LV (Food- in the 
consultation process)

Positive- and
Negative Lists

BE (FS), CZ (FS),
RO (FS), CR (FS)

D-A-CH (Food) 2021-03-04

Other Lists (n=13)
Medicinal plants IE, FI, SE, Sl, EE 
“other substances” DK
Tea (herbal infusions) AT, SK, ES 
Spices ES
Mushrooms (fungi) HR, AT, CH, BE

Adopted
Copyright BVL
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Regular updating of the published documents

Final publication of the "Algae List" and the 3rd edition of the foreword to the lists 
of substances

Translation of the foreword and lists into English

Transfer of the lists to a database

Addition of further substances to the lists

Creation of further lists

Outlook
What is the working group currently working on?



ANNEX
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http://www.worldfloraonline.org/ http://powo.science.kew.org/

Dr. Duke`s Phytochemical and Etnobotanical Databases: https://phytochem.nal.usda.gov/phytochem/search

PFAF Plant Search (Plants For A Future): http://www.pfaf.org/user/Default.aspx

FDA Poisonous Plant Database https://www.fda.gov/food/science-research-food/fda-poisonous-plant-database

https://www.iucnredlist.org/

http://www.algaebase.org/ https://algaecrop.web.app/index.html

http://www.indexfungorum.org/ http://www.speciesfungorum.org/Names/Names.asp

http://gernot-katzers-spice-pages.com/engl/index.html

FATS AND OILS (USEFUL LINKS FOR THE STUDY OF LIPIDS)  https://www.gerli.com/en/useful-links/

FEDIOL, the EU vegetable oil and proteinmeal industry association http://www.fediol.eu/web/fediol/1011306087/list1023110705/f1.html

Prospector: The Trusted Materials & Ingredients Global Search Engine https://www.ulprospector.com/en

https://examine.com/supplements/

https://www.bfarm.de/EN/Home/_node.html;jsessionid=37C22858A07BE20E0268C206D1230A68.intranet232

https://www.bfarm.de/EN/Medicinal-products/Information-on-medicinal-products/Research-medicinal-products/_node.html;jsessionid=53AA0F2320A13612A3D2D9DEC8C756FA.intranet232

Interesting HP (Botanicals: Plants, Fungi, Algae, …)
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BELFRIT, FIN:
• https://www.economie.gouv.fr/files/files/directions_services/dgccrf/imgs/breve/2014/documents/harmonized_list_Section_A.pdf

• https://www.legifrance.gouv.fr/loda/id/JORFTEXT000029254516/

• https://www.trovanorme.salute.gov.it/norme/renderNormsanPdf?anno=2019&codLeg=67517&parte=2&serie=

• https://www.ruokavirasto.fi/en/companies/food-sector/production/common-requirements-for-composition/novel-foods/establishing-novel-food-status-of-a-food/

Algae: Standardization (CEN/TC 454 - Algae and algae products), COM, EABA, JRC (COM) 1:
• https://standards.cencenelec.eu/dyn/www/f?p=CEN:110:0::::FSP_PROJECT,FSP_ORG_ID:69023,2278882&cs=13170F39E28F894E9E017EB9396340A21

• https://knowledge4policy.ec.europa.eu/glossary-item/algae_en

• https://www.eaba-association.org/en European Algae Biomass Organisation

• https://publications.jrc.ec.europa.eu/repository/handle/JRC118214

Other MS Lists, Algae: Norms, COM, EABA, JRC (COM) 1
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https://www.economie.gouv.fr/files/files/directions_services/dgccrf/imgs/breve/2014/documents/harmonized_list_Section_A.pdf
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https://www.ruokavirasto.fi/en/companies/food-sector/production/common-requirements-for-composition/novel-foods/establishing-novel-food-status-of-a-food/
https://standards.cencenelec.eu/dyn/www/f?p=CEN:110:0::::FSP_PROJECT,FSP_ORG_ID:69023,2278882&cs=13170F39E28F894E9E017EB9396340A21
https://knowledge4policy.ec.europa.eu/glossary-item/algae_en
https://www.eaba-association.org/en
https://publications.jrc.ec.europa.eu/repository/handle/JRC118214
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Algae: JRC (COM) 2
https://publications.jrc.ec.europa.eu/repository/handle/JRC125913

https://publications.jrc.ec.europa.eu/repository/handle/JRC125913


https://www.ages.at/en/human/nutrition-food/food-information/novel-foods
https://www.verbrauchergesundheit.gv.at/Lebensmittel/neuartige_lm/neuartigelm.html

http://www.lebensmittelbuch.at/
https://www.bvl.bund.de/DE/Arbeitsbereiche/01_Lebensmittel/04_AntragstellerUnterne
hmen/05_NovelFood/lm_novelFood_node.html

https://www.bfr.bund.de/de/neuartige_lebensmittel__novel_food_-215.html

https://www.ua-bw.de/pub/beitrag.asp?subid=0&ID=825&Thema_ID=2&lang=DE
https://www.blv.admin.ch/blv/de/home/lebensmittel-und-ernaehrung/rechts-und-
vollzugsgrundlagen/bewilligung-und-meldung/bewilligung.html

http://www.foodsupplementseurope.org/publications-guidelines

Novel Food: Austria, Germany, Switzerland
and Food Supplements Europe
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https://www.ages.at/en/human/nutrition-food/food-information/novel-foods
https://www.verbrauchergesundheit.gv.at/Lebensmittel/neuartige_lm/neuartigelm.html
http://www.lebensmittelbuch.at/
https://www.bvl.bund.de/DE/Arbeitsbereiche/01_Lebensmittel/04_AntragstellerUnternehmen/05_NovelFood/lm_novelFood_node.html
https://www.bfr.bund.de/de/neuartige_lebensmittel__novel_food_-215.html
https://www.ua-bw.de/pub/beitrag.asp?subid=0&ID=825&Thema_ID=2&lang=DE
https://www.blv.admin.ch/blv/de/home/lebensmittel-und-ernaehrung/rechts-und-vollzugsgrundlagen/bewilligung-und-meldung/bewilligung.html
http://www.foodsupplementseurope.org/publications-guidelines
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Austria Codex (ÖLMB)- Wild Plants and Flowers 1
https://www.lebensmittelbuch.at/leitlinien/leitlinien-richtlinien-empfehlungen-usw-der-codexkommission/essbare-wildpflanzen-und-blueten/empfehlung-oesterreichische-liste-essbarer-wildpflanzen-und-blueten.html

Austrias positive and 
negative list for wild 
plants and flowers used 
in food, because of 
new trends using 
botanicals from the 
wild more and more 
especially for home 
uses.
This list is not 
harmonized with the 
Novel Food Status, but 
gives an impression on 
safety issues and 
possible uses in small 
amounts.

https://www.lebensmittelbuch.at/leitlinien/leitlinien-richtlinien-empfehlungen-usw-der-codexkommission/essbare-wildpflanzen-und-blueten/empfehlung-oesterreichische-liste-essbarer-wildpflanzen-und-blueten.html
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Austria Codex (ÖLMB)- Wild Plants and Flowers 2
https://www.lebensmittelbuch.at/leitlinien/leitlinien-richtlinien-empfehlungen-usw-der-codexkommission/essbare-wildpflanzen-und-blueten/empfehlung-oesterreichische-liste-essbarer-wildpflanzen-und-blueten.html

In the negative list 
there are some 
plants which are 
even recommended 
in some books for 
collecting wild 
plants in the nature-
especially 
pyrollizidinalkaloide 
containing plants 
like borage.

https://www.lebensmittelbuch.at/leitlinien/leitlinien-richtlinien-empfehlungen-usw-der-codexkommission/essbare-wildpflanzen-und-blueten/empfehlung-oesterreichische-liste-essbarer-wildpflanzen-und-blueten.html


AGES – Österreichische Agentur für Gesundheit
und Ernährungssicherheit GmbH

www.ages.at

Senior Expert Novel Food

Spargelfeldstrasse 191
A-1220 Wien
T  + 43 (0)5 0555-35170

klaus.riediger@ages.at

DI Klaus Riediger
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