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https://www.statista.com/statistics/593315/herbal-homeopathic-medicine-revenues-pharmacies-germany/

Revenues from herbal and homeopathic medicine in pharmacies 
in Germany from 2020 to 2022(in million euros)



BfArM webpage (28 February 2024)

 872 Marketing

Authorizations for HMPs

(mono 728, combination

144)

 284 Registrations for

THMPs (mono 168,

combination 116)

STATE OF ART OF HMPs

 56 HMPs



Italy is the leading food supplement market in Europe. 
 In 2023, this market was worth €3.98 billion. In 2023-2028,the market is expected to grow at an annual rate of 5.54%, 

reaching a value of €5.22 billion. Pharmacies are the main distribution channel, selling around 80% of food supplements
 According to Ipsos market research, Italian consumers use food supplements to feel fitter (87%) and because they feel the 

need to take care of their body (84%)
 According to a report by the Italian Federation of Herbal Medicine Industries, the Italian herbal product market amounted 

to €2.9 billion in 2022, which represents an increase of 16.2% from 2019

CBI is the Centre for the Promotion of Imports from developing countries https://www.cbi.eu/

Germany: At the centre of herbal medicinal products in 

Europe
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A JUNGLE



As foodstuffs, cosmetics, medical devices and medicinal products are subjected to 
different  regulatory frameworks,  from a juridical point of view, it is therefore  very 
important to first of all clarify, in each single case, whether the botanical in question is 
to be qualified as a foodstuff, a cosmetic product, a medical device or a medicinal 
product.

The legal definitions of the above products have been taken into an account  at a 
Community level.

Regulatory aspects of botanicals in the EC

medicinal products

dietary supplements
cosmetic products

medical devices

EXTRACT OF CENTELLA



WHAT IS AN HERBAL MEDICINAL PRODUCT

Herbal medicinal product: any medicinal product containing 

exclusively as active ingredients one or more herbal 

substances or one or more herbal preparations...

Plant substances: All plants mainly whole, fragmented or cut, 

plant parts, algae, fungi, lichens in unprocessed form, usually 

dried, but sometimes fresh. ...

Herbal preparations: preparations obtained by subjecting 

herbal substances to treatments such as extraction, 

distillation, pressing, fractionation, purification, concentration or 

fermentation. 



Herbal drugs are plants or part of plants in an unprocessed state,
which are used for a medicinal or pharmaceutical purpose.
A herbal drug or a preparation thereof is regarded as one active
substance in its entirety whether or not the constituents with
therapeutic activity are known.

Herbal drug preparations are comminuted or powdered herbal
drugs, extracts, tinctures, fatty or essential oils, expressed juices,
processed resins or gums, etc...prepared from herbal drugs, and
preparations whose production involves a fractionation, purification or
concentration process. However, chemically defined isolated
constituents or their mixture are not herbal drug preparations.
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Herbal Substances All mainly whole, fragmented or cut plants, plant parts, algae, 

fungi, lichen in an unprocessed, usually dried, form, but sometimes fresh. Certain 
exudates that have not been subjected to a specific treatment are also considered to be 
herbal substances. Herbal substances are precisely defined by the plant part used and 
the botanical name according to the binomial system (genus, species, variety and 
author).

Herbal Preparations  are Herbal Drug Preparations





Article 1
Directive 2001/83/EC is hereby amended as follows:
1) Article 1 shall be amended as follows:
(a) point 1 shall be deleted;
(b) point 2 shall be replaced by the following:
"2. Medicinal product: (a) Any substance or combination of 
substances presented as having properties for treating or 
preventing disease in human beings; or
(b) Any substance or combination of substances which may be 
used in or administered to human beings either with a view to 
restoring, correcting or modifying physiological functions by 
exerting a pharmacological, immunological or metabolic action, or 
to making a medical diagnosis."

Directive 2004/27/EC of the European Parliament and of
the Council of 31 March 2004 amending Directive
2001/83/EC on the Community code relating to medicinal
products for human use



DIRECTIVE 2004/27/CE replacing DIRECTIVE 2001/83/CE (and 

previous 65/65/CE)

Herbal Medicinal Products (HMP)
HMPs are medicinal products and consequently fall within the scope of the Directive 2001/83/EC of
the European Parliament and of the Council of 6 November 2001 on the Community code relating
to medicinal products for human use, formerly 65/65/ECC , as amended by Directive 2004/27/EC
foresees that their marketing requires an ad hoc authorization to be granted on the basis of results
of tests and experimentations concerning quality, safety and efficacy.

The definition of medicinal products by the Directive 2004/27/EC is BY FUNCTION “Any 
substance or combination of substances which may be used in or administered to human 
beings either with a view to restoring, correcting or modifying physiological functions by 
exerting a pharmacological, immunological or metabolic action, or to making a medical 
diagnosis" or  BY PRESENTATION “Any substance or combination of substances presented as 
having properties for treating or preventing disease in human beings”.



EFFICIENT DOSAGE
APPROPRIATE PHARMACEUTICAL FORM

VALIDITY in
THERAPEUTIC INTERVENTION

TREATABLE
PATHOLOGY

CORRECT
HERBAL DRUG

CORRECT
SYNTHETIC DRUG

ABSENCE OF SIDE EFFECTS

PHARMACOVIGILANCE



Report from the Ad Hoc Working Group on Herbal Medicinal Products 1997/98 

Are medicinal products 
containing 
as active substances 
exclusively

HERBAL DRUGS 

or 

HERBAL DRUG PREPARATIONS



Willow bark



Willow bark extract



Willow bark extract
formulation



Aspirin



Aspirina



HERBAL MEDICINAL 

PRODUCTS

Traditional HMP

Herbal Medicinal Products registered by full or simplified registration 

procedures are automatically linked to pharmacy-only status. 

Well-established HMP

Homeopathics

HMPs are defined as “any medicinal product, exclusively containing as active ingredients
one or more herbal substances or one or more herbal preparations, or one or more such
herbal substances in combination with one or more such herbal preparations”.



HERBAL MEDICINAL 

PRODUCTS

Traditional HMP

Herbal Medicinal Products registered by full or 

simplified registration procedures are automatically 

linked to pharmacy-only status. 

1-over-the-counter drugs (OTC) available without special restrictions

2-prescription only medicine (POM), which must be prescribed by a licensed 

medical practitioner.

3- medicines which can only be sold in registered pharmacies, by or under 

the supervision of a pharmacist.

Well-established HMP

Homeopathics 

http://en.wikipedia.org/wiki/Over-the-counter_drug
http://en.wikipedia.org/wiki/Prescription_only_medicine
http://en.wikipedia.org/wiki/Pharmacist


• HERBAL MEDICINAL PRODUCTS

• WELL ESTABLISHED 
HERBAL MEDICINAL PRODUCTS

• TRADITIONAL 
HERBAL MEDICINAL PRODUCTS



Evidence obtained from:
(Ia) meta-analysis of randomized controlled trials 

or 
(Ib) at least one randomized controlled trial

Evidence obtained from:
(IIa) at least one well-designed controlled study without 
randomization, 
(IIb) at least one other type of well-designed quasi-experimental study, 
(III) well-designed non-experimental descriptive studies, 
correlation studies and case control studies

Evidence obtained from:
-expert committee reports or opinions 

and/or 
-clinical experience of respected authorities

Classification (level of evidence)

A
Ia 

Ib

B
IIa

IIb

III

C
IV 

Type of evidence



„Traditional“ herbal medicinal products
according to EU Directive 2004/24/EC

• Limited indications (“OTC !!”)

• Specified strength and posology

• Oral, external or inhalation 
preparations

• Period of traditional use has 
elapsed at least 30 years (out of 
which at least 15 in the European 
Union)

• Sufficient data on traditional use 
and plausible efficacy

Criteria:



HERBAL MEDICINAL 

PRODUCTS

Traditional HMP

Herbal Medicinal Products registered by full or simplified registration 

procedures are automatically linked to pharmacy-only status. 

Well-established HMP

1-over-the-counter drugs (OTC) available without special restrictions

2-prescription only medicine (POM)

HMP: authorised after evaluation of
a marketing authorisation
application consisting of safety and
efficacy data from the company’s
own development (‘stand alone’)
or a combination of own studies
and bibliographic data (‘mixed
application’).

WE (marketing authorisation): 
demonstrated with sufficient 
safety and efficacy data

THMP (simplified
registration): accepted
on the basis of sufficient
safety data and plausible
efficacy

http://en.wikipedia.org/wiki/Over-the-counter_drug
http://en.wikipedia.org/wiki/Prescription_only_medicine


Well-Established Use
Products with a well-established use may have an established efficacy 
and an acceptable level of safety,
demonstrated by available scientific data. 
This is the case for many botanicals and botanical preparations, and this 
information might make extensive safety studies redundant (EMEA Ad 
hoc Working Group on Herbal Medicinal Products, 1999a). 
Scientific monographs (e.g. ESCOP, WHO) offer a valuable and updated 
overview on published scientific literature, which may be used in support 
of the demonstration of the safety and efficacy of a botanical product 
in a bibliographical application. 

Traditional Use
There are many botanical products with a long history of use, for which 
limited published, scientific data are available. This history of use is 
often based on decades of experience, sometimes in a limited 
geographical region (e.g. a region in China, India).



Well-Established Use

Article 10(1)(a)(ii) Directive 2001/83/EC previously known as Article 4.8
a)ii) of Directive 65/65/EEC and commonly referred to as "bibliographic
references/ applications" which states that:

ARTICLE 10

1. In derogation of Article 8(3)(i), and without prejudice to the law relating to the protection

of industrial and commercial property:

a) The applicant shall not be required to provide the results of toxicological and

pharmacological tests or the results of clinical trials if he can demonstrate:

ii) or that the constituent or constituents of the medicinal product

have a well established medicinal use, with recognised

efficacy and an acceptable level of safety, by means of a

detailed scientific bibliography; "



Herbal medicinal products

AIC 'complete':

chemical-pharmaceutical data, safety tests and clinical trials.

Simplified registration: 
chemical-pharmaceutical data, literature review demonstrating the safety of
the medicinal product as well as traditional use of at least 30 years, 15 of which
in the EC

Traditional Use

Well Established

use
AIC 'bibliographic'

(use well known for at least 10 years in the EC): chemical-pharmaceutical

data, literature data in lieu of safety tests and clinical trials

Directive 

2004/24/EC

Directive 

2001/83/EC



What is a Traditional Herbal Medicine

designed for use without medical intervention

 administration only at a specific dosage and dosage schedule

oral, external or inhalation use only

 traditional employment for a period of at least 30 years of which 15 
in the EU

quality data: complete
 security data: bibliographical with additions
 efficacy data: bibliographic based on long-standing experience and 

use 34



Information on the herbal substance and herbal preparation must be submitted
according to Module 3.2.S of the Common Technical Document (CTD)

If the herbal substance or herbal preparation has a European Pharmacopoeia
monograph, the European Certificate of Suitability of monographs of the European
Pharmacopoeia (CEP) issued by the European Directorate for the Quality of
Medicines (EDQM) can be presented as an alternative to a complete Module 3.2.S.

Traditional herbal medicines are subject to MA
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Therapeutic areas Number of indications granted for THMPs grouped by therapeutic area

Source: 



community monographs

The EMA working group issues monographs that

form the bibliographical basis for authorisations

of medicinal products for well established and

traditional use

EMA guarantees the SAFETY and

EFFECTIVENESS of well established and

traditional herbal medicines

Herbal Medicines Committee (HMPC) 

of the European Medicines Agency (EMA)



Monographs used for providing
evidence in EU legislation

for well established and 

traditional use

HMPC Monographs 

and list entries 

EMA, Amsterdam



Establishment of Monographs 
on Efficacy and Safety of HMPs
Committee on Herbal Medicinal Products 

(HMPC) 

at the European Medicines Agency (EMA)

http://www.ema.europa.eu

Prepares a draft list of herbal substances, preparations 
and combinations (a "European positive list") 

Establishes Community monographs for traditional herbal 
medicinal products. 

184 Community herbal monographs

from Achillea to Zingiber Status type

R: Rapporteur assigned

C: ongoing call for scientific data

D: Draft under discussion

P: Draft published

PF: Assessment close to finalisation (pre-final)

F: Final opinion adopted



EU herbal monographs

“comprises the scientific opinion of the Committee on Herbal Medicinal
Products (HMPC) on safety and efficacy data concerning a herbal substance
and its preparations intended for medicinal use”. 

The HMPC evaluates scientifically all available information including non-
clinical and clinical data but also documented long-standing use and 
experience in the Community.
Community monographs are divided into two columns: well-established use 
(marketing authorisation) and traditional use (simplified registration).

•well-established use: demonstrated with sufficient safety and efficacy data,
•traditional use: accepted on the basis of sufficient safety data and plausible
efficacy.

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000212.jsp&murl=menus/regulations/index.jsp?curl=pages/about_us/general/general_content_000122.jsp&murl=menus/about_us/about_us.jsp&mid=WC0b01ac0580028e7d


EU herbal monographs are divided into two columns:
•well-established use (marketing authorization): demonstrated with sufficient safety and 
efficacy data;
•traditional use (simplified registration): accepted on the basis of sufficient safety data and 
plausible efficacy.
Each herbal preparation is assessed individually as information available may vary from 
one preparation to another. As a result, some preparations will appear in the well-
established use section of the monograph and others will be in the traditional use section, 
as in the case of St. John’s wort. Some preparations might not be included if data are 
insufficient.
It is inclued Latin name of the genus, Latin name of herbal substance, Botanical name of 
plant, English common name of herbal substance and the Status type, i.e
R: Rapporteur assigned
C: ongoing call for scientific data
D: Draft under discussion
P: Draft published
PF: Assessment close to finalization (pre-final)
F: Final opinion adopted

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/herbal_search.jsp&mid=WC0b01
ac058001fa1d

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/herbal_search.jsp&mid=WC0b01ac058001fa1d&startLetter=View all&keyword=Enter keywords&searchkwByEnter=false&searchType=Latin name of the genus&jsenabled=false&alreadyLoaded=true&orderBy=genusName&pageNo=1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/herbal_search.jsp&mid=WC0b01ac058001fa1d&startLetter=View all&keyword=Enter keywords&searchkwByEnter=false&searchType=Latin name of the genus&jsenabled=false&alreadyLoaded=true&orderBy=latinName&pageNo=1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/herbal_search.jsp&mid=WC0b01ac058001fa1d&startLetter=View all&keyword=Enter keywords&searchkwByEnter=false&searchType=Latin name of the genus&jsenabled=false&alreadyLoaded=true&orderBy=botanicalName&pageNo=1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/herbal_search.jsp&mid=WC0b01ac058001fa1d&startLetter=View all&keyword=Enter keywords&searchkwByEnter=false&searchType=Latin name of the genus&jsenabled=false&alreadyLoaded=true&orderBy=engCommonName&pageNo=1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/herbal_search.jsp&mid=WC0b01ac058001fa1d&startLetter=View all&keyword=Enter keywords&searchkwByEnter=false&searchType=Latin name of the genus&jsenabled=false&alreadyLoaded=true&orderBy=status&pageNo=1








List of Herbal substances with final EU herbal monographs (formerly known as Community herbal 
monograph, in alphabetical order): 

European Union monographs

https://www.ema.europa.eu/en/human-
regulatory-overview/herbal-medicinal-
products/european-union-monographs-and-
list-entries



community monographs

The EMA working group issues monographs that

form the bibliographical basis for authorisations

of medicinal products for well established and

traditional use

EMA guarantees the SAFETY and

EFFECTIVENESS of well established and

traditional herbal medicines

Herbal Medicines Committee (HMPC) 

of the European Medicines Agency (EMA)





https://escop.com/

The Scientific Foundation for Herbal Medicinal Products
“Phytotherapy is the science-based medicinal use of plants
and preparations derived from them, in the treatment,
alleviation and / or prevention of disease or injury, according
to recognised standards of quality, safety and efficacy.”









ESCOP MONOGRAPHS

-Characteristic constituents,

the essential oil; α-and β-

thujone, carnosol, carnosic

acid, oleanolic acid, phenolic

diterpenes.

-Dyspeptic complaints such as

heartburn and bloating;

hyperhidrosis; hot flushes;

hyperglycaemia and

hyperlipidaemia;

inflammations of the mouth or

throat including stomatitis,

gingivitis and pharyngitis.

-Characteristic constituents apigenin,

apigenin-7-glucoside, flavone derivatives,

(-)-α-bisabolol, herniarin and matricin

(which is converted to chamazulene on

distillation of the oil).

-Gastrointestinal complaints such as

minor spasms, epigastric distension,

flatulence and belching. For external use

they are minor inflammation and irritations

of skin and mucosa, including the oral

cavity and the gums (mouth washes), the

respiratory tract (inhalations) and the anal

and genital area (baths, ointments).

-Characteristic constituents alliin, the

main sulphur-containing amino acid, its

conversion to allicin, S-methyl-L-

cysteine sulphoxide and S-allyl-

cysteine are included.

-Prophylaxis of atherosclerosis;

treatment of elevated blood lipid levels

if insufficiently controlled by diet;

supportive treatment of hypertension;

reducing severity of upper respiratory

tract infections and catarrhal conditions.



Monographs used for providing
evidence in EU legislation

for well established and 

traditional use

HMPC Monographs 

and list entries 

EMA, London

Pharmacopoeia 

Monographs 

(Validated methods)

EDQM, Strasbourg



Pharmaceutical quality is the basis for reproducible efficacy and safety

HDs, HDPs and HMPs: Quality control is mandatory



Contents of the European Pharmacopoeia: more than 2500 
monographs

Herbal drugs including TCM, Herbal Drug Preparations, Essential Oils

Biologicals

Chemicals

Dosage forms Herbals

Fats

Radiopharm.

Human 

vaccines

Vet. Vaccines

Plastics

Blood deriv.

Antibiotics

Gases

Homeopathy



The quality of HMPs has to comply the Directive 2001/83/EC 

as amended by Directive 2003/63/EC.

The quality has to comply  the Note for guidance on quality of 

herbal medicinal products (CPMP/QWP/2819/00) which 

should be read in conjunction with Annex 7 “Manufacture of 

Herbal Medicinal Products”, GMP for medicinal products, 

Volume 4, Rules governing Medicinal Products in EU; GMP 

recommendations should be respected.

Quality of HMPs can only be assured if starting material 

(HDs/HDPs) are defined in a rigorous and detailed manner.









HMPs

THMPs

WE-HMPs

Homeopathic 
remedies

Cosmetics

FSs

MDs

Novel 
Food

Functional 
Food

Herbal Medicinal Products

 Pharmacy (OTC or POM)
 Therapeutic indications
 Contra-indications
 Limitations of use (dose, age,

pregnancy, ability to drive
etc…)

 Overdose
 Interactions with food and 

other medicines
 Pharmacological activity

 Marketing authorisation
 Medicines Health Authority 

inspection



62

FOOD or FOOD INGREDIENT
Reg. (EC) No. 178/2002

Food Supplements
Directive 2002/46/EC

Functional Foods
Reg. 1924/06

Fortified Foods
Reg. 1925/06

Novel foods
Reg. (EC) No. 258/97

Food for special purposes

Dir. 89/398/EEC

http://www.sciencedirect.com/science?_ob=ArticleURL&_udi=B6TCN-4J91NKP-1&_user=606226&_coverDate=04/03/2006&_rdoc=1&_fmt=full&_orig=search&_cdi=5175&_sort=d&_docanchor=&view=c&_acct=C000031418&_version=1&_urlVersion=0&_userid=606226&md5=79d


Directive of the European Union on Food 

Supplements 2002/46/EC

• Food supplements are concentrated sources of nutrients or other substances with a
nutritional or physiological effect whose purpose is to supplement the normal diet

• Marketed in dose form namely forms such as capsules, pastilles, tablets, pills and other
similar forms, sachets of powder, ampoules of liquids, drops dispensing bottles and other
similar forms of liquids and powders designated to be taken in measures small unit
quantities.

• According to the Directive, “nutrients” are vitamins and minerals. For the “other substances”
however, things become vague. The list includes (but is not limited to): “amino acids,
essential fatty acids, fibre and various plants and herbal extracts.” Specific definitions and
rules were postponed to a “later stage,” and national laws will be applied until then.

• Claims must be substantiated by studies. No disease-related claims is accepted

• No «marketing authorization» but «notification»

• For the European Food Safety Authority “various plants and herbal extracts” are food
supplement ingredients that come from plants, algae, fungi or lichens.



Botanical name Family Parts of 

plants of 

possible 

concern

Chemical of concern Remarks on 

toxic/adverse 

effect(s) not 

known to be 

related to the 

identified 

chemical(s) of 

concern

Specific References

Abrus 

precatorius L.

Fabaceae 

(Leguminos

ae)

Seed Glycoproteins (lectins): e.g. 

abrin

Frohne D., Pfänder H.J. and 

Anton R. 2009. Plantes à 

risques. Ed. Tec et Doc-

Lavoisier, ISBN: 978-2-7430-

0907-1

Acacia spp. Fabaceae 

(Leguminos

ae)

Bark, leaf 

and seed

Genus in which species may 

contain dimethyltryptamine 

derivatives and cyanogenic 

glycosides (e.g. prunasin, 

sambunigrin, acacipetalin)

Seigler D.S. and Ebinger J.E. 

1987. Cyanogenic Glycosides 

in Ant-Acacias of Mexico and 

Central America. Southwest. 

Nat. 32(4), 499-503.

Achillea 

abrotanoides

Vis.

Asteraceae 

(Composita

e)

Aerial part Essential oil: bicyclic 

monoterpenes: beta-thujone 

(16.8%), pinocarvone (15,6%), 

camphor (14%), and 

monoterpene etheroxide: 1,8-

cineole (11,3%)

Bicchi C. et al. 1988. On the 

composition of Achillea 

abrotanoides (Vis.) Vis. 

essential oil. Flavour Frag. J. 

3(3), 101-104

Achillea 

fragrantissima

Sch.Bip.

Asteraceae 

(Composita

e)

Aerial part Essential oil: bicyclic 

monoterpenes: thujones

Elgamal M.H.A. et al. 1991. 

Constituents of Achillea

fragrantissima. Fitoterapia. 

62(4), 362



National legislations may foresee:
• Positive lists of botanicals which may be used.

• Negative lists of botanicals which may not be used.
• Restrictions / modalities for their use (maximum limits; labeling
requirements, i.e. No specific rules at EU level warnings)

NOME PARTE
ABRUS PRECATORIUS L. seme
ACOKANTHERA OUABAIO 
CATH.

legno, seme

ACOKANTHERA SCHIMPERI 
BENTH ET HOOK

frutto, legno

ACONITUM ANTHORA L. fiore, pianta erbacea, 
radice

ACONITUM CHASMANTHUM 
STAP.

radice

ACONITUM FEROX WALL. radice
ACONITUM HETEROPHYLLUM 
WALL.

pianta erbacea, radice

ACONITUM NAPELLUS L. foglia, pianta erbacea, 
radice, tubero

ACONITUM VARIEGATUM L. radice

Italian Ministry of Health

ESTRATTI VEGETALI NON AMMESSI 

NEGLI INTEGRATORI ALIMENTARI

Possible restrictions in dosage and, age of patients, contraindications, interactions are also reported.
Cimicifuga racemosa (Note of the Health Ministry n. 600.12/I.5.i.h./4160, 1 February 2007), Citrus aurantium ssp. amara (Note of the Health Ministry n.
600.12/AG45.1/2688, 20 October 1999), Ginkgo biloba (Note of the Health Ministry n. 600/AG45.1/9113 21 November 2001) and Hypericum perforatum (Note of the
Health Ministry n. 600/12/AG45.1/2688 etc…)
 Cimicifuga racemosa Nutt. (rhizome ) …Contraindications are hepatic diseases and there are restrictions in the dosages.
 Citrus aurantium ssp. amara …Dosage of sinefrin is required in the label with a maximum dose of  30 mg/die, corresponding to about 800 mg of  Citrus aurantium

containing 4% sinefrin. Restrictions of use are pregnancy, breast-feeding and age less than 12. 
 Ginkgo biloba L. has restrictions due to the concomitant use of anticoagulants or blood platet antiaggregants , pregnancy and breast-feeding. 
 Glycine max (L.) Merr. a maximum intake of 80 mg/die isoflavones is admitted. 
 Hypericum perforatum L. is reported to normalize the humor, to relax and mental wellness. Daily dose of hypericin is not more than 0,7 mg and the ratio 

hyperforins/hypericin not more than 7. Restrictions are represented  by the age of consumers and the possibility of the interaction with the metabolism



BOTANICAL NAME FAMILY SYNONYM PART TRADITIONALLY

USED/SPECIFIC

PREPARATIONS

NOTES

Abelmoschus esculentus (L.) 

Moench

Malvaceae fruit

Abelmoschus moschatus 

Medik.

Malvaceae seed

Abies alba Mill. Pinaceae bark, branch, needle, seed, resin

Abies balsamea (L.) Mill. Pinaceae bark, needle, resin,

twig; essential oil

Abies nordmanniana subsp. 

Equitrojani (Asch. & Sint. ex 

Boiss.) Coode & Cullen

Pinaceae Abies pectinata DC. 

var. equi-trojani 

Asch. & Sint. Ex 

Boiss

bark, branch, needle

Abies sibirica Ledeb. Pinaceae bark, branch, needle, seed, resin

Abroma augusta L.f. Malvaceae root bark

Acacia catechu (L.f.) Willd. Fabaceae flower, wood, gum

Acacia decurrens Willd. Fabaceae flower, wood, gum

Acacia farnesiana (L.) Willd. Fabaceae flower, pod, wood

Acacia nilotica (L.) Delile Fabaceae Acacia arabica 

(Lam.) Willd.

bark, fruit, gum

Acacia senegal (L.) Willd. Fabaceae bark, gum

Acalypha indica L. Euphorbiaceae leaf, root

BELFRIT 
LIST Plants

BELFRIT list: the

harmonized list of

admissible plants in

food supplements

(more than 1,000), as

jointly defined by

BELgium, FRance

and ITaly.



BELFRIT 
LIST Fungi

BOTANICAL 

NAME

FAMILY SYNONYM PART 

TRADITIONALLY

USED/SPECIFIC

PREPARATIONS

NOTES

Bovista plumbea Pers. Agaricaceae fruiting body

Cordyceps sinensis 

(Berk.) Sacc.

Ophiocordycipitaceae Paecilomyces hepiali Q.T. 

Chen & R.Q. Dai

fungus

Ganoderma lucidum 

(Curtis) P. Karst.

Ganodermataceae fungus

Grifola frondosa 

(Dicks.) Gray

Meripilaceae fruiting body

Grifola umbellata 

(Pers.) Pilat

Meripilaceae fruiting body

Lasiosphaera gigantea 

Batch Ex Pers.

Lasiosphaeriaceae fruiting body

Lentinula edodes (Berk.) 

Pegler

Marasmiaceae fungus

Monascus purpureus Monascaceae microfungi

Pleurotus ostreatus 

(Jacq. : Fr.) P.

Kumm

Pleurotaceae fungus

Polyporus umbellatus 

(Pers.) Fr.

Polyporaceae Grifola umbellata (Pers.) 

Pilát

fungus

Wolfiporia extensa 

(Peck) Ginns

Polyporaceae Poria cocos F. A. Wolf sclerotium



Action of an Herbal Drug 
on the body

TOXIC
T

HMP

THMPs

WEHMPs

Food Supplements

MINOR  

CLAIMS

Nutritional

+

_

Toxic

MINOR

CLAIMS
MINOR

CLAIMS

MINOR  

CLAIMS

MAJOR

CLAIMS

Therapeutic

Therapeutic

Therapeutic



Nutrition and Health Claims
On July 1, 2007, a regulation on nutrition and health claims entered into force.
Regulation 1924/2006 sets EU-wide conditions for the use of nutrition claims such as “low fat” or
“high in vitamin C” and health claims such as “helps lower cholesterol”. The regulation applies to any
food or drink product produced for human consumption that is marketed on the EU market. Only
foods that fit a certain nutrient profile (below certain salt, sugar and/or fat levels) will be allowed to
carry claims.
Nutrition and health claims will only be allowed on food labels if they are included in one of the EU
positive lists. Food products carrying claims must comply with the provisions of nutritional
labeling Directive 90/496/EC and its amended version Directive 1169/2011 on information to
consumers mentioned further below.

In December 2012, a list of approved functional health claims went into effect. The list includes
generic claims for substances other than botanicals which will be evaluated at a later date. Disease
risk reduction claims and claims referring to the health and development of children require an
authorization on a case-by-case basis, following the submission of a scientific dossier to the European
Food Safety Authority (EFSA).
Health claims based on new scientific data will have to be submitted to EFSA for evaluation but a
simplified authorization procedure has been established.



http://ec.europa.eu/food/safety/labelling_nutrition/claims/register/public/?event=search





Claims whose status is marked with a * indicate a claim for which protection of proprietary data is granted (and for which the right of use of the claim is restricted to the benefit of 
the applicant). For further information please go to: http://ec.europa.eu/nuhclaims/?event=getListOfPropClaims



Respiratory tract health and natural defenses
Relaxation in case of stress, normal mood
Mental health and night rest
Intestinal health, constipation
Digestion, stomach acidity
Urinary tract health
Joint function
Functionality of the mucous membranes of the 
respiratory system
Throat health
Trophism and skin function
Cardiac health
Cholesterol control
Tonics
Restoratives
Vision health

THERAPEUTIC INDICATIONS OF HMP PHYSIOLOGICAL INDICATIONS OF FS

Cough and cold 
Mental stress & mood disorders 
Sleep disorders & temporary insomnia 
Gastrointestinal disorders 
Constipation 
Urinary tract and genital disorders 
Pain and inflammation 
Mouth and throat disorders 
Skin disorders & minor wounds 
Circulatory disorders 
Fatigue & weakness 
Loss of appetite 
Eye discomfort 

 



FOOD 
SUPPLEMENTS: 
“healthy lifestyle 
and illness 
prevention”

The European FD market was
worth €8.3 billion in 2015, the
Italian botanical market is one of
the most prosperous markets in
the EU with just under €1 billion
(May 2015 to May 2016)!

The channels for distribution vary
by country, with the majority of
sales occurring in pharmacies
(UK) but also independent
pharmacies (F, D, DK and I),
grocery stores (UK), drug stores
(A), health food stores (DK),
supermarkets (I), internet

HMPs

THMPs

WE-HMPs

Homeopathic 
remedies

Cosmetics

FSs

MDs

Novel 
Food

Functional 
Food



HMPs

THMPs

WE-HMPs

Homeopathic 
remedies

Cosmetics

FSs

MDs

Novel 
Food

Functional 
Food

Food supplements

 Supermarket, drug store, 
internet etc.

 Health or nutrition claims
 Rarely contra-indications, 

limitations of use, 
interactions 

 Physiological or nutritional 
properties to support or 
maintain a good health status

 Pharmaceutical appearance,
in the form of tablets,
powders, liquids, capsules
etc..

 Notification (in 22 of 25 EU 
countries, not in NL)

 Food Authority:  inspection  
of label



BOTANICALS

MEDICAL DEVICES 

76

Medical Device Directives

• Medical Devices — Council Directive 93/42/EEC of 14 June 1993 (OJ No L 169/1 

of 1993-07-12)

• Active Implantable Medical Devices —Council Directive 90/385/EEC of 20 

June 1990 (OJ No L 189/17 of 1990-07-20)

• In-vitro diagnostic medical devices — Directive 98/79/EC of 27 October 1998 

(1998-12-07 OJ No L 331/1)

• Regulation 2017/745/UE 



BOTANICALS

MEDICAL DEVICES 

77

Medical Device Directives

• Medical Devices — Council Directive 93/42/EEC of 14 June 

1993 (OJ No L 169/1 of 1993-07-12)

• Active Implantable Medical Devices —Council Directive 

90/385/EEC of 20 June 1990 (OJ No L 189/17 of 1990-07-20)

• In-vitro diagnostic medical devices — Directive 98/79/EC of 

27 October 1998 (1998-12-07 OJ No L 331/1)



`Medical device' means any instrument, apparatus, implement, machine, appliance, implant, in 
vitro reagent or calibrator, software, material or other similar or related article:
a) intended by the manufacturer to be used, alone or in combination, for human beings for one 
or more of the specific purpose(s) of:
- diagnosis, prevention, monitoring, treatment or alleviation of disease, 
- diagnosis, monitoring, treatment, alleviation of or compensation for an injury, 
- investigation, replacement, modification, or support of the anatomy or of a physiological 
process, 
- supporting or sustaining life, 
- control of conception, 
- disinfection of medical devices, 
- providing information for medical or diagnostic purposes by means of in-vitro examination of 
specimens derived from the human body; 
and
b) which does not achieve its primary intended action in or on the human body by 
pharmacological, immunological or metabolic means, but which may be assisted in its intended 
function by such means.



Medical Devices: different routes of administrations, oral, ocular,

nasal, mucosal, external uses etc..

According to the legal definition:

“….intended by the manufacturer to be used…

-for treatment or alleviation of disease, 

-for alleviation of or compensation for an injury, 

- …modification, or support .. of a physiological process, 

-…which does not achieve its primary intended action in or 

on the human body by pharmacological, immunological or 

metabolic means, but which may be assisted in its intended 

function by such means.



• Class I – low risk:
-Non-sterile dressings, bandages, hospital gowns, light sources
-Sterile: disposable surgical instruments, urine drainage bags, eye drops
-Measuring: scales, digital thermometers
-Substance-based medical devices including botanical ingredients

• Class IIa – medium risk
– catheters, tubings for anaesthesia/ventilation, ultrasound devices

•Class IIb – elevated risk
– intra-ocular lenses, breast implants, endoprostheses, ventilators

• Class III – high risk
– heart valves, reabsorbable implants



Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, 

amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing 

Council Directives 90/385/EEC and 93/42/EEC From May 26th,
2020, the new
Medical Device
Regulation
2017/745) will be in
force. Since it is a
regulation and not
a directive, national
implementation is
required to be as
close to the original
text as possible,
allowing no room
for interpretation.



Class I Conformity Assessment
• Manufacturer self-declares conformity for performance and for quality system (in view of the low level of 
vulnerability associated with such devices)
• Aspects of sterile products and measuring devices relating to sterility and/or metrology are certified by a 
Notified Body.

Substance-based medical devices can no longer be classified as Class I but at least 
Class IIa or IIb according to the new regulation, Rule 21: ”devices that are composed of substances, or 
of combinations of substances, intended to be introduced into the human body—via an orifice or 
applied to the skin and absorbed, or locally dispersed in the human body—are classified as class III or 
class IIa and IIb, respectively”.

 For class IIa, class IIb and class III devices, an appropriate level of involvement of a notified body should be 
compulsory and at least the Technical Documentation needs to be updated according to the new 
requirements. 

 Reclassification may include biological and clinical evaluations, which can be either literature-based or 
based on product-specific clinical or pre-clinical data. 

 Clinical trials according to ISO 14155, and biocompatibility testing according to ISO 10993, may need to be 
performed. 

 The affected products will then have to be re-certified for new CE marks.

CE Marking indicates that your
medical device complies with
the applicable EU regulations
and enables the
commercialization of your
products in the European
countries

The MDR is expected to come
into effect in May 2020.
Certificates issued prior to final
implementation of the MDR
will have a maximum validity of
five years. However, all CE
Mark certifications issued
before implementation of the
new regulations will
automatically expire four years
after the new regulations come
into force.



More transparency for patients and increased traceability: Development 
of the central European database, Eudamed

 The new Eudamed will provide information on manufacturers, notified bodies, clinical 
investigations, certificates, medical devices and incidents involving medical devices. Moreover, 
the database will provide information about the products marketed in the EU. 

 Authorities, patients, healthcare professionals and the public will get access to Eudamed. The 
general public will get access to non-confidential information on manufacturers and devices in 
Eudamed.

 Medical devices must have a unique device identification (UDI) to facilitate the traceability 
throughout the supply chain from manufacturer to patient.

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, 

amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing 

Council Directives 90/385/EEC and 93/42/EEC



HMPs

THMPs

WE-HMPs

Homeopathic 
remedies

Cosmetics

FSs

MDs

Novel 
Food

Functional 
Food

Medical Devices

 Pharmacy, drug store, etc.
 Medicinal claims
 Pharmaceutical appearance, in

the form of tablets, eye drop,
liquids, caspules etc..

 Appropriate level of involvement
of a notified body (compulsory)

 Technical Documentation
according to the class
requirements

 Reclassification may include
biological and clinical
evaluations (literature-based or
product-specific pre-clinical or
clinical ISO 14155 studies)

 ISO 10993 biocompatibility
testing

 Recertification for new CE marks
or

 move to FS (marketability
should be checked, incl. all
additives and adjuvants)



Many products are hard to distinguish

from a medicine or a medical device or

food supplements.

BORDERLINE 
PRODUCTS



Plant 

Country

Camellia sinensis (L.) Kuntze (green tea, 
Theaceae)

HMP Others

Ginkgo biloba L. (ginkgo, 
Ginkgoaceae)

HMP Others

Panax ginseng C.A. Meyer
(ginseng, Arialiaceae)

HMP Others

Hypericum perforatum L. (St. John’s 
wort, Hypericaceae)

HMP Others

Valeriana officinalis L.
(valerian, Valerianaceae)

HMP Others

Conditions of use: 
Quality or Safety

Restrictions

Austria
MP for topical 

use
Leaf as food MP

Not included in 
list for teas/ tea-
like products as 

food;
use in FS only 

under 
limitations

MP, THMP

Roots included 
in list for teas/ 

tea-like products 
as food;

use in FS only 
under 

limitations

MP, THMP,
THMPC

Not included in list 
for teas/ tea-like 
products as food;

use in FS only 
under limitations 
or for flavouring

MP, THMPC

Not included in 
list for teas/ tea-
like products as 

food;
use in FS only 

under limitations 
or for flavouring

Footnote 1

Belgium THMP FS, FSC THMP FS, FSC THMP FS, FSC THMP FS, FSC THMP FS, FSC
Footnote 2

France THMP FS, FSC
MP, 

THMP
FS, FSC THMP FS, FSC MP None THMP FS, FSC

Footnote 3

Germany None Food, for use as a tea MP
Food, for use as 

a tea
MP

Food, for use as 
a tea

MP, THMP Food MP, THMP Food
Footnote 4

Hungary Paramedicines Leaf, no restriction
MP, 

Paramed
icines

Leaf, no 
restriction

Paramedicines
Root, no 

restriction
MP, THMP, 

Paramedicine
None

MP, THMP, 
Paramedicin

e

Roots, no 
restriction

Footnote 5

Ireland None FS, FSC THMP None THMPC FS, FSC THMP None
THMP,
THMPC

None
Footnote 6

Italy None
Leaf as food, extracts for 
FS, FSC, MD for internal 

and  topical use,  CP

MD for 
external 

use
FS, FSC, CP None

Food, FS and 
FSC, CP

MP FS/FSC

MP,
THMPC when 
associated to 

Hop

FS/FSC

Footnote 7

Netherlands
MP FS,FSC, CP MP, 

THMP
FS, FSC THMP FS, FSC MP, THMP, CP FS, FSC MP,THMP FS, FSC

Poland None FS, for use as a tea MP FS MP FS
MP-extract

or tea
FS, for use as a tea, 

extract
MP

FS

Portugal
MP (antiviral, 

ointment)
FS, FSC

MP FS; FSC MP FS; FSC None FS; FSC MP FS, FSC
Footnote 8

Romania None FS/FSC None FS, FSC None FS, FSC None FS/FSC None FS, FSC
Russia MP FSC MP FS, FSC MP FSC MP FSC MP FSC Footnote 9

Spain

None Leaf as food, extracts for 
FS, FSC, CP, MD, both 

for internal and  topical 
use

MP FS, FSC,  CP/MD 
for external use

MP Food, FS and FSC None FS, FSC None FS, FSC

United 
Kingdom

MP FS, FSC None FS, FSC None FS, FSC THMPC None THMPC
Some very low 
dose FS & FSC



HMPs

THMPs

WE-HMPs

Homeopathic 
remedies

Cosmetics

FSs

MDs

Novel 
Food

Functio
nal 

Food

THE JUNGLE OF BOTANICALS

GINKGO

Ginkgo biloba is sold as a food
supplement in UK, I, B and NL, as a
registered medicine in D, A, B and F but
only as a ‘prescription only’ medicine in
Ireland, as cosmetic and medical device in
I. Both FS and Medicine in Russia and CH.

GARLIC
For colds and coughs in UK, for the prevention
of arteriosclerosis in D (as FS). In the UK garlic
products are licensed as medicines or FSs. In
Italy garlic is only marketed as FS

Italy: only POM or FS with a dose of hypericin
should be not more than 0,7 mg and the ratio
hyperforins/hypericin not more than 7, without
any restrictions. In UK as THMP, in CH as
hom./anthropos. MP and THMP, in Russia both
THMP and FS, in D, Hungary and A as THMP and
MP, in B as FS and THMP, in Ireland only THMP, in F
only MP. In Portugal only as FS.

SAINT 
JOHN’S 
WORT

GINSENG

A: THMP, MP or FS with limitations; B, I and F:
FS or THMP; D: MP; I: FS or cosmetic, Poland
and P: MD or FS; Romania, UK and Turkey: FS;
Russia: FS and MP; CH: FS, MP, THMP;


