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.Meine Bemerkungen sind nicht zwangslaufig die offizielle
Meinung der AGES bzw. Osterreichs”

"My remarks do not necessarily reflect the official view of
AGES or Austria”
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Die Mitglieder der AG Stoffliste (Stand 12/2019} von hinten links nach vorne rechts: N. Bakhiya, M. Schramek, T_Bahm, K. Q
Riediger, V. Lander, U. Kirzdarfer, G. Kesseler, B. Schlagintweit, B. Dessloch, C. 5truck, R Maslo, C. Bendadani, 5.

Urmersbach, U. Deiss, 5. Till, I. Krisai-Greilhuber, C. Griehl, M. Meier

Quelle: Breitweg-Lehmann / BVL


https://www.ages.at/en/human/nutrition-food/food-information/novel-foods
mailto:novelfood@ages.at

Overview AGE S}(

Specificities of botanicals (+example CHIA)

Legal background: Botanicals- ,OTHER SUBSTANCES": Not harmonized on EU level
Legal background: Article 8 and Annex Ill 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 2" + 3 edition: Plants + Mushrooms (Fungi) + Algae
Overview of lists on botanicals available in the Member States

Annex



Specificities of botanicals

a) different varieties / cultivars /
geographical areas

b) different plant parts

c) phytochemical compounds

d) many different types of
extraction

e) very few clinical studies

f) substances responsible for
adverse / positive effect

AGES|[

different levels of substances

different phytochemical
composition

a huge difference in hydrophilic
or lipophilic character

plant preparation process =
different extraction time =
different phytochemical content

mostly on purified components
often not known



Chia (Salvia hispanica L.) (NF)

Chia seeds, -oil, -protein authorized, Chia sprouts and leaves are not

AGES f

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.




Legal background 1 AGESII

Botanicals- ,OTHER SUBSTANCES"”: Not harmonized on EU level.

& 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. 2 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 2
Article 8 and Annex lll of Regulation (EC) No. 1925/2006 |

L 404/26 (N Official Journal of the European Union 30.12.2006

REGULATION (EC) No 1925/2006 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 20 December 2006
ontheadditionofvinmimandmina:kamlofcmainuhersubﬂmmmfoods

L 404/38 Official Journal of the European Union 30.12.2006

ANNEX Il
SUBSTANCES WHOSE USE IN FOODS IS PROHIBITED, RESTRICTED OR UNDER COMMUNITY SCRUTINY
Part A — Prohibited substances

Part B — Restricted substances

Part C — Substances under Community scrutiny

AGES f

No specific legal rules apply
to the addition of “certain
other substances” including
botanical substances apart
from a few exceptions in
Annex Il of Regulation (EC)
No. 1925/2006



Legal background 3 AGES]|

Article 8 and Annex lll of Regulation (EC) No. 1925/2006 lII- O v
EFSA risk assessment> COM v

ANNEX [T

SUBSTANCES WHOSE USE IN FOODS IS PROHIBITED, RESTRICTED
'OR UNDER COMMUNITY SCRUTINY

- Part A — Prohibited substances

L 674 EN * Official Journal of the European Union 12.3.2015 vaio
T Aloeemodin and all preparations i which this substance is present
Danthron and all preparations in which this substance is present
mmss[ﬂ” REGULAT]QN Em m] SF““; Emodin and all preparations in which this substance is present
of 11 March 2015 VM6 _ ) o )
Ephedra herb and its preparations originating from Ephedra species
amending Annex Il to Regulation (EC) No 19252006 of the European Parliament and of the vMLD
Council as regards Ephedra species and Yohimbe (Pausinystalia yohimbe (K. Schum) Pierre ex Beille) Freparations fiom the leaf of Albe species containing hytrosyasthracens deriva-
(Text with EEA relevancel vie Yohimbe bark and its preparations originating from Yohimbe (Pausimystalia
yohimbe (K. Schum) Pierre ex Beille)
Article 1 ¥MS
PART B
Annex [lI to Regulation (EC) No 1925/2006 is amended as follows: COMMISSION REGULATION (EU) Restricted substances
(1) in Part A, the following entry is added: 2019/650 of 24 April 2019: Tl || Comfmofme || A e
Yohimbe bark > Part Al am Gt oty | o 100 e o | oppvig er 000 ‘sne
‘Ephedra herb and its preparations originating from Ephedra species’; ; occuring in Bt of| 72 ia food tended | cpessiors i ood aot itened
animal origin for the final | for the final consomer or not
. . N conzumer and fnmir intended for supply to retail,
{2) in Part C, the following entry is added: itended for sy f'%m e ﬂ;ﬂrs?::;dmfﬁ
W, information on amount
‘Yohimbe bark and its preparations originating from Yohimbe (Pausinystalia yohimbe (K. Schum) Pierre ex Beille). of waas St other than wans &t
m'mguh,m that amount
e:ﬂ:eedsZg;ramsper 100 grams of
Part A — Pﬂ‘h'}ﬂﬁ.‘ "i.:l.bil.l.l'i,'.:'.‘l. vE Part C — Substances under Community scrutimy
Part B — Ratrictad substances vaie Preparations from the bark of Rhamnus fangula L., Rhammus purshiana DC.
. . ) ) containing hydroxyanthracene derivatives
Fant  — Suhﬂm-:ﬂ 'I.'II'Hi.'F ';.U'ITII'I'I'I.'I“W EMI""; tPhrIepa.rauodn;“ﬁ;z\m the leaf or fruit of Cassia semma L. containing hydroxyan-
Preparations from the root or rhi of Rhetm pais L., Rheum
Baillon and their hybrids containing hydroxyanthracene derivatives
VMO




Legal background 4 AGESIE

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

" 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.

10




D-A-CH Lists of substances 1 - History
https://www.bvl.bund.de/stofflisten

Fublished 2014 L= FZI¥ENOE

FEFIReTED

Classification
— of about 590 plants and plant parts

— according to Regulation (EC) No
1925/2006

— based on a decision tree

Comprehensive national Working group:
BfR, BfArM, BVL, Federal State
Authorities — Chair: BVL

Not legally binding
Applicable for FS and fortified foods

Free access www bvl.bund.de/stoffliste_eng

Update of the relevant monographs
Inclusion of fungi (2" list) and

algae (draft 31 list)

Reconciliation with plant lists of other MS
e.g. Belgium, France and Italy (“BELFRIT")
(“"MUTUAL RECOGNITION" if possible)

Adopted
Copyright BVL

Review: Publications of the
Substance List working group

2014: Publication of the 1. List ,,Category
Plants and Plantparts“

591 Entries, [german) Federal and state authorities

01/2020: Drafts of the 2. edition of the
foreword and the ,List of Plants“ and the

new ,List of Fungi“ for comment
Mew: Experts from DE, AT und CH

10/2020: Publication of the foreword
and the Lists

Entries for 870 Plants und 280 Fungi

LES L] Rl 1]
CEEuEYED

Stofflisten des Bundes und der
Bundeslinder



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

D-A-CH Lists of substances 2 AGESK

3rdedition.: Plants + Mushrooms (Fungi) + Algae
https://www.bvl.bund.de/stofflisten

FZivines
CYSUGTND

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 (1<
edition) based on the same decision tree.

Finden Sie mehr heraus

STOFFLISTEN DES BUNDES UND DER
= EUNDESLANOER =+ MITGLIEDER DERAG STOFFLISTE ~ KDMMENTIERUNG VOM ENTWORFEN

12


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

D-A-CH Lists of substances 3 AGESIE

Classification of substances
According to an exclusion principle

Regulation (EC) No 178/2002

Narcofic/Psycho-
tropic substance/

Medicinal product

Mon-approved
Reg. (EU) 2015/2283 novel food or

Article 14 Copyright BVL
Unsafe food

13




D-A-CH Lists of substances 4 >

Decision Tree ¢

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)

[ves ] [ne ]

Medicinal

3-"“"‘.:?“‘"“"" &hmnﬂmm’mn Product
(MP)Y?
) / \\=2 Vi \, =2
3. Should there be a limited ILI ;mm 7. Is the substance reported 9. Is the substance reported
ingestion/use of the e offect (0.9. in & processing o be associated with any to be associated with any
substance to ensure safetv? monograph)? risks? risks?

5. Is there a dose that is 8. Is there a dose that is

o = = = \'_ : P / N\

confirmed to have a confirmed to have a

@ =)/ G/ \[=] * Adopted,

Copyright BVL

m MP ‘
NP (1) I\IM

Figure1l Decision tree

* Assessment of potential use as food/food ingredient according to the Novel Food Regulation (If the substance is classified as not novel in food supplements [Not NFS], it may need
to be placed on List B.)

** Assessment of potential use as food/food ingredient according to the Novel Food Regulation (If the substance s classified as not novel in food supplements [Not NFS], it may need
to be placed on List C))

*** See No. 3 of the explanatory notes

Abbreviations: F = food, MP = medicinal product, trad. MP = traditional medicinal product, NF = novel food/novel food ingredient, FS = food supplement 14




Food (F)

Use without restrictions

Aronia melanocarpa
(black chokeberry: fruit)

Avena sativa (oat: fruit)

D-A-CH Lists of substances 5

Possible categorisations

Novel Food (NF)/

Not NFS

Authorisation can be required

Not NFS:
Melaleuca alternifolia
(Tea trea: leaf)

NF:

Rubus fructicosus
(blackberry: root),
Rubus glaucus
(Andean raspberry: fruit)

Medicinal product
(MP)/

MP with
restrictions on use

Traditional MP
(additional information)

MP:
Urtica dioica
(stinging nettlel: root)

Trad. MP:
Matricaria chamomilla
(camomile: flower)

AGES|[

Adopted
Copyright BVL



D-A-CH Lists of substances 6

Further Classification
Sub-lists (referring to Annex Ill of Regulation (EU) NO 1925/2006

AGES f

List B
Use as food / food Limited use as food/ food Final assessment not
ingredient is not ingredient recommended possible because of
recommended missing data
Vaccinium myrtillus
Aethusa cynapium Adverse effects on health: (blueberry: leave)
(fool's parsley: all plant Borago officinalis L. (borage:
parts) semen, herb) NOT NES Adopt.ed
Copyright BVL
Kalmia latifolia Tgerapc[e[gtlc effid: Sedum roseum
(laurel rose: leaves) _boswellla serrata (= Rhodiola rosea)
(Indian frankincense: resin) (rose root: herb)

16




D-A-CH Lists of substances 7

Stock plant (Latin) |dlcea rosea L.
« national standard literature on B
: orspant hellyhock
toxicocology (Englizh)
* EFSA compendium of botanicals Plant part flowsr
F x T.F8
. NF
(English (German)) MP
* F (A): Known as a flavouring trad. MP
* S (G): Known for use as a spice :E:;
* C (S): Known for use as a colouring agent [ListC
(herbal infusions- “Schmuckdroge”) Remarks
e T (7N: Known for use as a tea (herbal Risks
InfUSIOn) . . Therapeutically (€ Public Domain view terms
e FS (NEM): use in or as FS aCCOI‘dlng to a effective doze P File: Althaea rosea (Kohler). jpg
notified positive list of an MS e
- Any other use, e.g. in higher doses, can
y 9 9 Adopted

lead to effects that may require a

different classification Copyright BVL

17




D-A-CH Lists of substances 8 AGES!
Members

Mitglieder des Bundesamtes fiir Verbraucherschutz und Lebensmittelsicherheit (BVL) Mitglieder des Bundesinstituts fiir Arzneimittel und Medizinprodukte (BfArM)

= Frau Dr. 5. Urmershach - Vorsitzende ¢ Herr G. Kesseler
= Frau Dr. C. Bendadani — (friihere) Vorsitzende, derzeit abgeordnet

e Frau M. Meier
« Herr M. Paul Mitglieder der amtlichen Arzneimitteliiberwachungsbehdrden der Lander

Mitglieder der Osterreichischen Agentur fiir Gesundheit und Erndhrungssicherheit GmbH (AGES) * Herr Dr. K. P. Latté (Landeslabor Berlin-Brandenburg, Berlin)
» Herr Dr. N. Schramek (Bayerisches Landesamt fiir Gesundheit und Lebensmittelsicherheit,

OberschleiRheim)
s Herr K. Riediger

+ Herr R. Gramair

Mitglieder der amtlichen Lebensmitteluntersuchungseinrichtungen der Lander

Mitglieder des Schweizer Bundesamts fiir Lebensmittelsicherheit und Veterinirwesen (BLV)

e Herr T. Bohm (Landesuntersuchungsanstalt fiir das Gesundheits- und Veterindrwesen Sachsen,
Chemnitz)

» Frau Dr. B. Dessloch (Landesamt fiir Verbraucherschutz, Saarbriicken)

» Frau U. Deiss

e Frau F. Franchini
» Frau U. Kiirzdérfer, bis Dezember 2021 (Chemisches und Veterindruntersuchungsamt Rhein-Ruhr-

Wupper, Krefeld)
» Frau Dr. V. Lander (Bayerisches Landesamt fiir Gesundheit und Lebensmittelsicherheit, OberschleiRheim)
» Frau K. Steigerwald (Chemisches und Veterindruntersuchungsamt Rhein-Ruhr-Wupper, Krefeld)

Mitglieder des Bundesinstituts fiir Risikobewertung (BfR)

« Frau Dr. N. Bakhiya « Herr C. Struck (Chemisches und Veterindruntersuchungsamt Miinsterland-Emscher-Lippe, Minster)

18



D-A-CH Lists of substances 9

AGES
External experts for Plants + + Algae

Behordenexterne Mitglieder

e Frau Prof. Dr. C. Griehl (Leiterin des Kompetenzzentrums Algenbiotechnologie und Direktorin des Life _

Science Centers, Hochschule Anhalt)

« Herr Dr. C. Hahn (Bayerische Mykologische Gesellschaft, DieRen am Ammerseg)

e Frau Prof. Mag. Dr. I. Krisai-Greilhuber (Department fiir Botanik und Biodiversitdtsforschung, Universitdt
Wien)

« Frau R. Maslo (Sachverstindige i. R. Landesamt fiir Verbraucherschutz und Lebensmittelsicherheit,
Braunschweig)

« Frau Dr. B. Schlagintweit (Sachverstiandige i. R. Bayerisches Landesamt fiir Gesundheit und
Lebensmittelsicherheit, Oberschleifheim)

» Herr Prof. Mag. Dr. M. Schagerl (Department fiir Funktionelle und Evolutionire Okologie, Universitat
Wien)

« Frau Prof. i.R. Mag. Dr. S. Till (Department fiir Emahrungswissenschaften, Universitat Wien)

e Herr Prof. Dr. 5. WaIfl (Institut fiir Pharmazie und Molekulare Biotechnologie - Pharmazeutische
Biologie, Pharmazeutische Bioanalytik und Molekulare Zellbiologie, Universitdt Heidelberg)

19




D-A-CH Lists of substances 10

Foreword 3rd edition + Algae list 1st edition - 1 AGES

Aktuelle Dokumente Bitte richten Sie Thre Kommentare ausschlieflich elektronisch und wenn moglich in maschinell lesbarer
Form bis zum 13. April 2022 an:

¥  Sammlung der erforderlichen Anderungen an einzelnen Eintrdgen, Dezember 2021 (PDF, &

Deutsch)
¥ Vorwort der 2. Auflage der Stofflisten des Bundes und der Bundeslander, Oktober 2020 Die AG Stoffliste: stoffliste@bvl.bund.de O 2 /20 2 2:
¥ Pflanzenliste - Eintrige A-K, 2. Auflage, Oktober 2020
¥ Pflanzenliste - Eintrige L-Z, 2. Auflage, Oktober 2020 _ _ _ DraftS Of the
¥ Pilzliste, 1. Auflage, Oktober 2020 Aktuell werden die folgenden Entwiirfe zur Kommentierung bereitgestellt: 3rd editiOn Of
Altere Versionen the foreword

e ¥ 3. Auflage des Vorworts der Stofflisten - and the new
¥ Erste Auflage der Stofflisten des Bundes und der Bundesldnder, 2014 (PDF, 8MB, nicht barr
¥

* ¥ Algenliste T T
: . - * algae list
List of Substances of the Competent Federal Government and Federal State Authorities, 1st edition, 2014 (PDF, SMB, f
nicht barrierefrei); Englisch) or comment

Finden Sie mehr heraus

_ INFORMATIONEN ZUR VERWENDUNG DER RECHTLICHE GRUNDLAGEN UND
B N e e STOFFLISTEN —  HINTERGRUNDINFORMATIONEN
- ?TEEFLE;EER UND SITZUNGEN DERAG —  AKTUELLE MELDUNGEN DER AG STOFFLISTE — KOMMENTIERUNG VON ENTWURFEN

STOFFLISTEN DES BUNDES UND DER
BUNDESLANDER

20
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D-A-CH Lists of substances 11 - Algae list 1st edition - 2

List of algae with 61 entries!

A
Alge (lateinisch)

Ihr Kommentar

D
Aphanizomenon flos-aquae Ralfs ex Bornet & Flahault

Synonyme

Byssus flos-aquae Linnaeus, Conferva flosaquaes
[Linnaews) Roth, Oscillatoria flosoguae (Linnaeus)
C.Agardh, Nostoc fiosaguae (Linnaeus) Lyngbye, Nostoc
papyroceum 5.F.Gray, Sphaerozyga flosaguoe (Linnaeus)
Corda, Limnrochiide flosaguae [Linnaeus) Kitzing,
Trichormus flosagquae (Linnaeus) Ralfs, Micralog
flosaquae (Linnaeus) Trevisan, Aphanizomenon cyaneum
Ralf= ex Bornet & Flahault, Aphanizomenon holtsaticum
Richter, Aphanizomenon amercanum E.G.Reinhard

Alge (deutsch)

Grine Spanalge

GriBenordnung

Mikroalge

GroBgruppe

Blaualge

LI

X

MF

AS

10
11
12
13

trad. A

Liste A

Liste B b

Liste C

Anmerkungen Die Alge Aphanizomenon flos-aguae darf hdchstens 2
Mikrogramm Microcystine pro Tagesration fur
Erwachsene enthalten, berechnet als Microcystin-LR
(pgfl) in der Trockenmasse.

Risiken

kritische Inhaltsstoffe Microcystine, Taxine

Therapeutisch wirksame

Dosierung

AGE S}

|dentification 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

21


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

A
Alge (lateinisch)

Ecklonia cova Kjellman

AC

Eisenia bicyclis Setchell

[Hoematococcus lacustris (Girod-Chantrans) Rostafinski

Ihr Kommentar
Synonyme Ecklomia latifolia Kjellman Eisenia bicyclis (Kjellman) Setchell, Ecklonia wrightii Volvow locustris Girod-Chantrans, Hoematococous
Harvey, Eckionia bicyclis Kjellman pluvialis Flotow, Sphoereiio locustris (Girod-Chantrans)
Wittrock ex Hansgirg
Alge (deutsch) Arame, Kajimi, Sagarame Blutregenalge
GriBenordnung Makroalge Makroalge Mikroalge
GroBgruppe Braunalge Braunalge Grinalge
LM X
MNE ¥ [siehe Anmerkungen), Not NFS Mot NFS, x (siehe Anmerkungen)
AS

AGES|[
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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- AGE S

Algenliste.htmIl?nn=13520846

A
Haoematococcus lacustris (Girod-Chantrans) Rostafinski

Mot NFS, x (siehe Anmerkungen)

A 8] P
Alge (lateinisch) Ecklonio cava Kjellman Eisenio bicyclis Setchell
1
7 |Mm X
2 |NF ¥ [siehe Anmerkungen), Not NFS
9 (AS
10 | trad. AM
11 |Liste A
12 |Liste B
13 |Liste C
Anmerkungen ZTugelassenes neuartiges Lebensmittel: Phlorotannine aus | Das Etikett muss den folgenden Warnhinweis
Ecklonia cava , siehe Ausfihrungen im Vorwort zur enthalten: Micht mit Antikoagulanzien einnehmen.
Ldnionsliste” und
https://ec.europa.eu/ffood/safety/novel_food/authori
sations/union-list-novel-foods_en <
the label must include
the following warning:
do not take with
anticoagulants
14
Risiken

ZTugelassenes neuartiges Lebensmittel: Astakanthinreiches
Oleoresin aus der Alge Hoematococcus pluvialis , siehe
Ausfihrungen im Vorwort zur Unionsliste” und
https://ec.europa.euffood/safety/novel_food/authori
sations/union-list-novel-foods_en

15-17 are empty lines for all 3 algaes.
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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 AGES

& » Arbeitsbereiche > Lebensmittel » Aufgaben im Bereich Lebensmittel 3 Stofflisten des Bundes und der Bundeslander

¥ Pflanzenliste Eintrége A-K, 2. Auflage > Zustimmung zum Download

Hinweis: Im Rahmen der Erarbeitung der 2. Auflage der Stofflisten Kategorie ,,Pflanzen und Pflanzenteile®
wurden die Daten aus Griinden der tbersichtlichen Darstellung transponiert. D.h. die Stoffe sind nun nicht

Pflanzenliste - Eintrage A-K, 2. Auflage mehr in den Spalten aufgefiihrt, sondern in der Kopfzeile alphabetisch sortiert.

* - - .
% Herunterladen (xisx, 263KB, nicht barrierefrei; Deutsch) Das Vorwort enthadlt wichtige Informationen, die zur korrekten Benutzung der Stofflisten bekannt sein

miissen.

¥ Link zum Vorwort der Stofflisten

Hiermit bestatige ich, dass ich das Vorwort zu den Stofflisten heruntergeladen und gelesen habe.

= Ich stimme zu
= Furiick

24



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

D-A-CH Lists of substances 15- Plant list 2" edition - 2

=i Mo s W

o La

11

AGES|[

A EB EC ED

Eiaggpﬂ;mt Borage officinaliv L. Borage officinaliv L. Eoswellia serrats Roxb. ex Colebr.

SvromTme Bonwellia glabra Roxb., Bonwellia thurjitra
- - Foxb. ex Flam., Libaus thurprus Colsbe.

— Garten-Borretsch, Einjihriger Borretsch, | Garten-Borretsch, Einjihriger Borretsch, | (Indischer) Weihrauch, salai tree, incense

Gurkenkrant Borage Gurkenkrant Borage tree, Indian olibanum tree, salai (Indien)

Pflanzenteil Krant Herb Saman Seeds Harz Resin

LM xG X Spice x (cold pressed borage seed oil)

NF Mot NF5

AS x

trad. AM

Liste 4

Liste B x x x

Liste C

25


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

D-A-CH Lists of substances 16- Plant list 2nd edition - 3

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

AGES f

L Eoroge offfcinaliz L. Borage afffcinalic L. Eorwelliz serratas Roxb. ex Colebr.
{lateinisch)
WHO-AMonograph:
Uses sunported By clinical data-
Orzlly for the mensmsment of srthritis,
HKommivsion E: Nazativmonographisz - e e bronchial ssthma, Crohn's dizeass
. =t eiftiz I (Wink' Wvk), zugslzssens _ -
s iks, Indikstion: Himomhoiden, | Dooaiive celitis.
Anthropasophils, : . - . ] .
", 3 . 1 4isar ® \ lex gl lizichi Lises #:r:badmpm-ﬂmm and well
giftig I (Wink’ Wk, nicht - ksum giftiz (+) haltize Dooms st “_1. & ol established docLments:
(Foth’ Daunderss { m&f} g2 ist Bometach badenklicher Orally for the treatment of hepmatizm snd
Anmerknngen

glz prmolizidin-haltize Drogs izt Bomretsch
badenklicher Stoff (ANME), sollte wegen daz
(Gehalt=s an Pymolizidinalialoiden nur
parzam werwendat wanden (Tenscher),
Stufnplan daz B vom 05, Juni 1902 fir
pymolizidinalksloid-heltize Arrnsimites]

StuEnplan des BEAM vom 05, Tond 1902 fir
prmolizidinalialoid-haltizs Arrneimitte]. sls
Lebenzmitts]l wird tblicherseiza das
Lsltgepresste O1 der Bometschesmen
vermendsat.

Uses described in traditional medicine:
Treatment of shdominal pein, asthma, coushs,
dyzentary, Ever, jsundice, kidney stones,
pimplsz, zores znd stomech dizondars. Alzo
wzad 25 E0 Entivenin and an smmenszoEns.

ESCOP-monceraph:
Falisf of pinfil osteperthritis; symptomatic
trzstment of inflammatony bowsal dizsasa,
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D-A-CH Lists of substances 17- Plant list 2nd edition - 4
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A EB EC ED
. Ear L. Eor L. Easwellia serrata Roxb. ex Colebr.
1 |ga ) age gfffcinalis age gfffcinalic
Bogretzch enthilt wacheslnds MManzen
Bometsch enthilt wachsslnds Mengen e s ™
tonischer Pymmolizidi ide (PA), won = ; 1
izidinallcal odids .
. ins ) hepatotomizchs Widongen baloannt sind.
denen orgenotoxische, inshesonders . -
k i . Tierzmperimeantall wonden fir PA kanzerpzens | ESCOP-moncgraph:
B i e e Witk it ginem zenotoxischen Trwo casss of neutropenia have been reportad
Risiken Tieremparimental] wonden fiir PA banzernezens ) TEREER Tt ] , = i
Wiskungan mit sinem genotoxischen T = (Hagen). long : LE : =
b ; Drmrolizidinalialoids in wechsslnden Mengsn |up to 10 g of dry sxtract per day.
Witkenezmeachanizmups nacheewizzen (Hagar). | i
T izidinalizloids | healndan M in allen PAanzenteilen enthalten.
! 3 == Ealtmepaazstas Gl enthilt keins
. . Bogretechesmend
&llen PAanzentzilen enthalten.
" oder pur Spuren von Prmolizidinelkaloiden
{Frohnea Pimndar)

AGES f
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D-A-CH Lists of substances 18- Plant list 2nd edition - 5 GES (
https://www.bvl.bund.de/stofflisten
A EB EC ED
L m“ Borago afffsinalis L. Borago afficinalis L. Boswellia serrata Roxb. ex Colebr.
Kritische Pymrolizidi loid Pymolizidinalicatoid
“ The list of substances
includes only information
about the therapeutic
efficacy:

e e » The pharmacologically

for osteoarthvitis: 250-1200 mg of an Indian active dose might be

Fenincensze alooholic dry entract, divides into

;"m. Bovwel i -3 600 | Owe r.

o igflamatery ppe g . . .

m of an Indian Sankincense aicoholic dry e The distinction between
therapeutisch mﬁﬂﬁmdm food and medicinal
Dosierung 2. Tom v oIt faincanss i chilnn products is a case-by-

=N case decision and is not

L the subject of the list of

ST ST substances

Extracts: 300-350 mg thees times deily.
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D-A-CH Lists of substances 19- Fungi list 15t edition

|dentification 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

Pilz/Flechte Lobaria pulmenaria (L.) Hoffm.*
{lateinisch)
Kategorie Flechte

Lycoperdon perlatum Pers.*

Pilz

Anmerkungen |*Die empfohlene Tagesdosis datf nicht zu einer Einnahme von
Usninsdure von mehr als 30 mg fithren. Die
Usninsdurekonzentration darf’ 3 %o nicht ibersteizen.

*nur jung esshbar, solange innen weil

AGES|[

Pilz/Flechte (lateinisch) |Leccinum durinusculnm (Schulzer ex Kalchbr.) Singer

Pilz/Flechte (deutsch)  PappelFaufull, Pappel-Faufull, Brauner Pappel Raustielrihrling,
Harter Pappel-Eaufull, Brauner Pappelraufuld, Hirtlicher
Birkenrohrling, Pappelrihrling

Kategorie Pilz

LM X

NE

AS

trad. AM

Liste A

Liste B

Liste C

Anmerkungen Rote Liste gefihrdeter Pilze Deutschlands:
Gefihrdungskategorie: 3 gefihrdet
Rote Liste Makromyzeten Osterreich:
IUCN Gefihrdungskategorie: NT Near Threatened
ERote Liste gefihrdeter Pilze der Schweiz:
Gefihrdungskategorie: VU verletslich

Risiken roh giftiz

Adopted
Copyright BVL
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Overview of lists on botanicals available in the
Member States 1

There is currently no single exhaustive list on botanicals available in the literature

AGES|[

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)

30



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 I
+ Positive List with 650 Substances
France: Positive List with 540 Substances I I

Aces|f

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 BelFrlt list
Adopted

Copyright BVL

Goal: Successive inclusion of individual substances
31



Overview of lists on botanicals available in the

Member States 3 AGES}{

Positive Lists IT (FS), FR (FS) BelFrIT (FS)
Negative Lists BG (FS), CH (Food), LV (Food- in the
LT (FS), NL (FS) consultation process)

Positive- and BE (FS), CZ (FS), D-A-CH (Food) 2021-03-04

Negative Lists RO (FS), CR (FS)
Adopted
Copyright BVL

Medicinal plants IE, FI, SE, SI, EE

“other substances” DK

Tea (herbal infusions) AT, SK, ES

Spices ES

Mushrooms (fungi) HR, AT, CH, BE
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Outlook AGEST{

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
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Interesting HP (Botanicals: Plants, Fungi, Algae, ...) AGES]

™ 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.pfaforg/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 =53AA0F2320A13612A3D2DI9DEC8C756FA.intranet232
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Other MS Lists, Algae: Norms, COM, EABA, JRC (COM) 1

BELFRIT, FIN:

AGES|[

e  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/

e  https://www.trovanorme.salute.gov.it/norme/renderNormsanPdf?anno=2019&codlLeg=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 1D:69023,22788828&8cs=13170F39E28F894E9E017EB9396340A21

« https://knowledgedpolicy.ec.europa.eu/glossary-item/algae_en

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

e https://publications.jrc.ec.europa.eu/repository/handle/JRC118214
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Algae: JRC (COM) 2

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

2021 Technical reports Agriculture and food security

Algae as food and food supplements in Europe

Abstract: The use of algae biomass in food applications is still a growing market in Europe. One key
consideration is the regulatory status of algae items potentially used as food and food supplements. In the
European Union, foods classified as novel are subject to the pre-market authorisation requirements of the novel e iTERRTE e
food regulation (EU) 2015/2283 before they can be freely placed in the European market without the need for
pre-market novel food authorisation. In addition, novel and non-novel foods placed on the European market are
subject to the requirements of all applicable food safety related EU Legislation. This technical report presents a
comparative list of algae items (sensu lato) referred on the novel food catalogue, the Union list of authorized
novel foods and official Member States’ lists of food and food supplements. Additionally, other algae food and
food supplement items referred in available non-official lists are included. A final table merging all the information
included in the official lists is presented following the most updated species taxonomic designation.

Higae as Tood and food supplements in
Europe

Authors: DOS SANTOS FERNANDES DE ARAUJO Rita; PETEIRO Cesar el

Citation: Dos Santos Fernandes De Araujo, R. and Peteiro, C_, Algae as food and food supplements in Europe,
EUR 30779 EN, Publications Office of the European Union, Luxembourg, 2021, ISBN 978-92-76-40548-1,
doi:10.2760/049515, JRC125913.

Publisher: Publications Office of the European Union
JRC number: JRC125913

ISBN: 978-92-76-40548-1
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Novel Food: Austria, Germany, Switzerland

and Food Supplements Europe AGES

https://www.ages.at/en/human/nutrition-food/food-information/novel-foods

https://www.verbrauchergesundheit.qv.at/Lebensmittel/neuartige Im/neuartigelm.html

GUIDANCE FOR FOOD BUSINESS OPERATORS
ON THE VERIFICATION OF THE STATUS OF A
NEW FOOD UNDER THE NEW NOVEL FOODS
REGULATION 2015/2283 (NFR)

http://www.lebensmittelbuch.at/

797 979

https://www.bvl.bund.de/DE/Arbeitsbereiche/01 Lebensmittel/04 AntragstellerUnterne
hmen/05 NovelFood/Im novelFood node.html s | TR R

Regulations 2017/2468 (navel foods from a third country),
2017/2469 (novel foods requirements) and 2017/2470 {Union list
of novel foods) take full effect from 19 January 2018.

I

https://www.bfrbund.de/de/neuartige lebensmittel novel food -215.html

With this legislation, it becomes a legal obligation for food
business operators to verify whether a new food falls under the
scope of the novel food definition and in case of uncertainty to

https://www.ua-bw.de/pub/beitrag.asp?subid=0&ID=825&Thema ID=2&lang=DE CRARANETSS S My

WA e The aim of these guidelines is to help food business operators

I

™ https://www.blv.admin.ch/blv/de/home/lebensmittel-und-ernaehrung/rechts-und- e et el gl
TR T foods, including food supplements and ingredients thereof. Other
vollzugsgrundlagen/bewilligung-und-meldung/bewilligung.html Europesn o ssodation v ot ot otk

The second edition of the guidance document was published in

™ http://www.foodsupplementseurope.org/publications-quidelines Ml cissms ki qumynii g imprind

the first year of the application of the new Regulation.
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Austria Codex (OLMB)- Wild Plants and Flowers 1 AGES

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

Anhang | Posithviise

Trlfﬂllum pratense 1 Legende Fassung 08.04.2018

[ ke Erinserung
Rotklee

}m}“’“ Austrias positive and

> d&d negative list for wild
plants and flowers used
in food, because of
new trends using
botanicals from the

wild more and more

‘Wharzel, Rhizem, Teisbel, Dnolle

Blte

Elart

Einlepen in Albahel (Ethensl], |Deteds dito ihe Bemeriangen]
Blstungssaft o Phicermoadt

i BLET bR (e ad ]

Gewrs, wuriende oder delkoratoer Jwecke

JWurrel"pemise
weltere Vermendong [ B Marmelade. haft. Smup efc )

in Mechungen |petocht peringere Menge pro Plignge b fur Blattupingd)

Frachgewcnd especially for home
Frucht

Saeat {roh) Uses.

Lamen

A EMEEER R B

This list is not
harmonized with the

Egotalidermatitis

Werwendung normalerweise frisch (wern getrocieed, duenn Jusatzangabie]
Agemein O § oy cwpbfiraenen Piansen picht pefahrdet in der Satur, haufig, Verwendung [siebhe

S Novel Food Status, but

"“"k"':'rh'”_‘_""ﬁ"" o+ (@)oo |o|wo|wyimlm(s|salal rm R e— Bemeskungen gives an impreSSion on
koo 3 Ik o S safety issues and

Ehiyroud o Lir=slitde Gt 2= Tyt T . .

- v possible uses in small
| Frvm rpgns La—aacear pannitar Thrymian
Tm:mmmd Thacese Werer-Linde, und srdere amounts.
"ﬂrbﬂﬁm L ] ] Afhriire Grool-Bocu s
TrAOPEg T DM ER " W i ASTErEIESE Grpdler Whegr-BoakneT
Tragopegos prateidn " " " Asberbieae Miber i Wieddn-Sodkibar
‘ Trifigdssm repera: ' 0 W Fabacese Enech- e, Wiell-Tee

Trifidasim " i " ' Fabsicac WieAeties, Bet-les e
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Austria Codex (OLMB)- Wild Plants and Flowers 2

AGES|[

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

Rhododendron spp. 1 (Alpenrosen Arten)
(Product = Novel Food; in negative list + list A in D-A-CH)

Anhang || Negativliste —

Wissenschaftliche Bezeichnung Trivialname Pflanzenfamilie Bemerkungen/inhaltsstoffe
Byosotis spp. Vergissmeinnicht-Arten | Boraginaceas Pyrrolindinalkaloide
Qenanthe aguatica Groft-Wasserfenchel | Aplaceas Polyine
Paris quadrifalia Wierblatt-Einbasre | Trilliaceas Saponine
Petasites spp. Pestwurz-Arten | AstEraceas Pyrrofindinalkaloide
Polygonatum spp. ‘Weilwurz, Salomonssiegel | Buscaceae Saponine
Physalis alkekengi Echt-Blasenkirsche, Judenkirsche | Salanacese Steroide (Withanolide)
Pulmonaria officinaliz Echt-Lungenkraut , Boraginaceas Pyrrofiridinalkaloide
Kuchenschallen-, Kuhschellen- |
Pulsatilla spp. Arten | Ranunculacess Alkalaide

Ranunculus spp.

Hahnerfull-Arten

| Ranunoulacsse

Protoanemanin

Ahamnus spp.
Rhododendron spp. ﬁ

Kreuzdorn-Arten | Rhamnacess Anthraderivate
Alpenrasen-irten | Ericacese Diterpene
~grayanotoxins”

TSRS b

Emgene Eiﬂe

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.
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