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Abstract 

A series of new European guidelines specifically for herbal medicine has been generated over the last 10 years, which is embedded in the 
general harmonisation process of medicines regulation within the European Union. Although not generally welcomed, the need for quality 
and safety standards has been backed by a number of adverse events associated with herbal products often affecting several European 
member states simultaneously. Within this framework, the European Directive (2004/24/EC) for a simplified registration of traditional herbal 
medicinal products established a new harmonised way of marketing authorisation under consideration of national peculiarities. This paper 
gives an introduction to the current five regulatory pathways and the eligible guidance for herbal medicine in Europe. 

Keywords: Traditional European Medicine, herbal medicine regulation, safety, quality. 

Resumen 

En el ultimo decenio se han generado una serie de guias europeas sobre medicamentos herbarios que se enmarcan en un proceso de 
armonizacion general del Mercado farmaceutico en la Union Europea. Aunque no siempre bien recibidas, la aparicion de efectos adversos ha 
veces afectando a varios paises miembros simultaneamente, han creado necesidad de reforzar las normas de seguridad y calidad A. Es en este 
contexto que aparece la Directiva Europea (2004/24/EC) para la registración simplificada de productos medicinales herbarios tradicionales ha 
establecido una nueva via de armonizacion del mercado considerando las peculiaridades nacionales existentes. Este articulo pretende 
introducir al lector en las cinco diferentes maneras de registro y la eligibilidad para los medicamentos herbarios en Europa. 

Palabras clave: Medicinas Tradicinales Europeas, Medicamentos herbales, regulación,seguridad, calidad. 

 

List of Abbreviations: 
BfArM: Federal Institute for Drugs and Medical Devices (Germany) 
CHMP: Committee for Human Medicinal Products 
CP: Centralised Procedure  
CTD: Common Technical Document 
DCP: Decentralised Procedure  
EC: European Commission 
EMEA: European Medicines Agency 
ESCOP: European Scientific Cooperative on Phytotherapy 
HMP: Herbal Medicinal Product 
HMPC: Committee for Herbal Medicinal Products 

 
HMPWP: Herbal Medicinal Products Working Party 
MA: Marketing Authorisation 
MHRA: Medicines and Healthcare Products Regulatory Agency (UK) 
MP: Medicinal Product 
MRP Procedure of Mutual Recognition between Member States 
Ph Eur Pharmacopoeia Europea 
SPC Summary of Product Characteristics 
THMP Traditional Herbal Medicinal Product 
WEU Well Established Use 
WHO World Health Organisation 
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1 THE CHALLENGE TO REGULATE HERBAL 
MEDICINAL PRODUCTS IN EUROPE 

Herbal products for health purposes have been 
used traditionally in all European countries, most of 
them now member of the European Union with all 
legal consequences. In the past, the way of market 
access and legal handling is almost as heterogeneous 
as the botanical and ethnopharmacological patchwork 
of the plants behind these products. The herbal 
medicinal market in Europe is currently affected by 
substantial changes of the regulatory environment. 
Efforts are driven by the general intention to 
harmonise the regulation of medicinal products, food 
and other consumer goods at centralised European 
level. On the other side, authorities are particularly 
reacting to a changing European market and cases of 
adverse events linked to the consumption of herbal 
products. Safety issues arose both from well known 
HMPs registered or licensed for years in the EU 
(Hypericum, Kava-Kava) but also from imported 
products due to the increasing popularity of non-
European traditional herbal medicine, mainly the 
Chinese one [Stickel et al. 2003, Singh 2005, Nortier 
& Vahherweghem 2002]. The first group is 
characterised by the increasing scientific knowledge 
about side effects/interactions, but also by the 
growing public awareness including the media and 
competitors from the synthetic drug market that 
herbal medicine is not in general harmless [Elvin-
Lewis, 2005]. The second group of “imports” is 
accompanied by a series of new challenges which in 
this extent were not relevant for a more national 
“pure” European market so far. This refers to the 
increasing numbers of poor or wrong declarations 
and adulteration with heavy metals, other toxic plants 
or synthetic drugs [Ernst, 2002]. 

Both trends caused a series of adverse events, 
some of them with fatal outcomes. But also arose 
often exaggerated conclusions and warnings about 
the toxicity of HMP. Herbs and derived products can 
face a general condemnation, even when case reports 
are characterised by obvious overdosing, unclear 
sources, or doubtful products which than is compared 
1:1 to the correct use of standardised products 
[Gruenwald et al. 2003]. However, in order to 
differentiate the good, the bad and the ugly, each 
consumer, manufacturer, regulator and journalist has 
to face some key issues, which differ from synthetic 
MP: the heterogeneity of the starting material itself 
(chemical composition, natural variability, diverse 

sources), the heterogeneity of plant preparations 
(plant part used, type of preparation, manufacturing 
process), and the lack of accurate quality/safety data 
for often non-standardised low price products. All 
three points require a careful analysis of any adverse 
event in particular when it comes to the transfer of 
data and some kind of “clan liability” for products, 
which are not comparable. Furthermore it can be 
stated that certain toxicity is well accepted for 
synthetic MP according to risk benefit assessments, 
whereas the “generally regarded as safe” paradigm 
and subsequent poor regulation level of HMP 
worldwide can cause certain overreaction. 

Herbal medicinal products are classical borderline 
products and the term herbal medicinal product as 
such an umbrella term for a complex variety of 
products which have only in common to be of herbal 
origin and to be health related [Barnes 2003]. The 
very natural grey area between food and medicine, 
cosmetics and medicine etc. will always cause 
demarcation problems, even more when the very 
competitive food/cosmetic market tends to use health 
claims for marketing reasons. Understandably, small 
manufacturers of medicine try to avoid the 
considerable burden of medicinal law and customers 
prefer low price products if no risks are associated 
with them. Therefore, the priority of medication or 
nutrition/ cosmetic use, the duration and frequency of 
the application, and “natural or enriched” 
concentration of natural substances affecting 
physiological functions might be of decisive 
importance for product classification (see also Table 
1). This interface is getting more complicated when 
the miscellaneous mixture of herbal products itself 
and all kind of combinations can cause the allocation 
of the same plant/product into various categories, not 
only by the intention of use but by the concentration 
and daily dose or only the type of package 
declaration on otherwise identical preparation. 

Beyond this primary borderline a secondary one 
exists within the herbal medicinal products 
themselves. Traditional herbal medicinal products 
join now the well established use category and the 
full marketing authorisation and homeopathic 
medicinal products at European level. Thus, the 
manufacturer has often various options for which 
licensing process to go (Table 1). 

The complexity of the matter multiplies when 
quality/safety standards shall apply for the entire 
European level. The heterogeneity of the European 
market (diverse cultures and traditions, import 
market, immigration), but also the heterogeneity of 
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the regulatory handling (National peculiarities, 
borderline to food and cosmetics) and subsequent 
diverse manufacturer and consumer patterns require 
balanced and cautious changes. The patchwork of 
regulatory tradition within the EU includes countries 
which traditionally deal with HP predominantly as 
medicinal product (Germany, Austria, Denmark), as 
“traditional” medicinal product (France, Spain, 
Sweden) or exempted from medicine law mostly 
registered as food (UK, Benelux, Portugal). Usually 
all member states accept various categories for herbal 
medicine from the legal point of view and few efforts 
are made to clarify grey areas and to suit action to the 
word [Benzi & Ceci 1997]. 

2 EUROPEAN REGULATORY BODIES AND 
LISTING/MONOGRAPH SYSTEMS 

The European Union is tackling these 
uncertainties of the herbal sector for a decade now 
and has established a decent framework of guidelines 
which at least in part will harmonise the European 
market (Table 2). However, national peculiarities will 
remain and a comparable degree as for synthetic 
products with single chemical entities will probably 
never be reached. The new traditional herbal 
medicine directive 2004/24/EC (embedded in 
2001/83/EC art. 16) plays a central role amending the 
well established use category (2001/83/EC art. 10a – 
2003/63/EC) as an alternative between food (almost 
no health claims possible) and full marketing 
authorisation including efficacy (2001/83/EC Art. 8). 
Beside the upgrading of the EMEA based herbal 
medicinal products working party (HMPWP) to the 
committee level (HMPC) with the guideline 
EMEA/HMPC/139800/2004, herbal specific 
guidelines of different binding level are focussing 
now on four key areas: demarcation/classification 
(e.g. directive 2004/24/EC), quality (e.g. guideline  
CPMP/QWP/2819), safety (e. g. public statement 
138139/2005) and on standardisation/declaration 
problems (e.g. 
EMEA/HMPC/CHMP/CVMP/287539/2005) (for an 
overview see Table 2). This package has to be 
understood as amendment to general medicine law 
focusing on the peculiarities of herbal products and 
providing either detailed extension or useful 
simplification considering their specific status. That 
means for instance, if the full quality part 2.1 of the 
common technical document is required, it includes 
also the GMP conform production process – a 
specific challenge (and sometimes not manageable 

hurdle) for small manufacturers. On the other hand,, 
the time and effort of quality control, stability tests 
and declaration of multicompound mixtures can by 
far exceed single chemical entity products. This 
requires expertise and sensitivity at 
commissions/authorities to balance well between 
safety and appropriate expenditure. 

Before the European Commission, and the 
EMEA/HMPC became the key players for the 
regulation of the herbal market, there has been other 
organisations facing the acclamation of diverse 
national situations. This refers mainly to the 
European Directorate for the Quality of Medicines 
(EDQM) with the Commission of the European 
Pharmacopoeia (Ph Eur) in Strasbourg and the 
European Scientific Cooperative on Phytotherapy 
(ESCOP, founded 1989). The EDQM includes 36 
European Member States and 20 observers such as 
the American FDA and the WHO. Its role is to 
harmonise the quality standards for use by healthcare 
professionals. The Ph Eur is the only official 
pharmacopoeia in Europe to be used for international 
trade and it is mandatory in European marketing 
authorisation dossiers in 36 member states. The 
group of experts from the Ph Eur is proposed by all 
national authorities and appointed by the Ph Eur 
commission. The ESCOP was a voluntary 
organisation in order to extent European HMP quality 
standards to the scientifically approved effective and 
safe use. The first national data based approach of 
major dimension was the German so called 
Commission E within the Federal Health Institute. 
This means, on the basis of national monographs 
there was already the attempt to create standards in 
terms of quality (EDQM), safety/efficacy (ESCOP) 
for the most common plants at the European level. 
These monographs usually represent the state of the 
art and provide the basis for well established use 
(WEU) applications (for a comparison see Table 3). 
Subsequently ESCOP and Ph Eur monographs are 
now the starting point for the WEU and THMP 
monographs established successively by the HMPC. 
This development is of course discussed 
controversially either criticising double standards as 
well as fearing simplification to a European gold 
standard without consideration of 
traditionally/scientifically justified product diversity. 
Likewise, other herbal medicine specific topics have 
not only there national, but also international 
anticipators. The Good Agricultural Practice 
guideline for herbal starting materials (246816/2005) 
for instance has been built on guidelines from the 
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EUROPAM (The European Herb Growers 
Association, first version 1998), and the WWF 
Traffic network, starting together with other 
organisations 1993 with the Guidelines on the 
Conservation of Medicinal Plants. 

The division of legal, administrative and 
enforcement tasks and responsibilities between the 
European commission (Enterprise and Industry 
Directorate General, F/2 Pharmaceuticals) in 
Brussels, the EMEA in London (HMPC, quality 
group, CHMP, etc) and national authorities of the 
member states (e.g. MHRA in UK, BfArM in 
Germany, AGEMED in Spain) is not always as 
transparent for non-insiders as it should be. 
Furthermore different types of European law of either 
guiding (“soft law”) or directly binding character as 
well as the differentiation between direct EU 
regulations, EU directives to be implemented by the 
member states into national law, and pure national 
law will cause some confusion for any HMP 
manufacturer. However, by now and in the near 
future, the herbal sector practically will mainly deal 
with national authorities as either for a national MA 
or for the MRP procedure. The adoption and 
legibility of European law is task of the national 
regulating authority and their advice is fundamental 
for the final decisions. A good communication basis 
with the national authority for an expertise driven 
exchange of opinions is the key for pragmatic 
solutions in this virgin soil of pan-European HMP 
regulation. There are only a few experiences yet with 
the new regulations; hence their practicability has to 
be shown in the future. There are only 8 products in 
three member states registered under the new 
traditional use legislation so far. 79 applications in 12 
MS are reported [Woodfield 2007]. Both statistics 
reflect the difficulties in the implementation. Already 
now, key issues crystallise such as the community 
monograph/listing process, the demarcation between 
WEU and TU, the different law interpretation of 
national authorities, the proof of traditional use, the 
flexibility in product adaptation in terms of strength 
and posology (“comparable” preparations, “minor” 
changes, “essentially similar”, modern dosage forms 
etc.), the handling of combination products, but also 
aspiration to protect the partially strong herbalist and 
food supplement sector established in some MS 
[Roether 2006, Krisper 2007].  

3. HMP WITH FULL MARKETING 
AUTHORISATION AND BIBLIOGRAPHIC 
APPLICATION (WEU) 

According to 2001/83/EC as for any other 
medicinal product HMP MA can be obtained under 
central procedure (CP), decentralised procedure 
(DCP) or mutual recognition of national MA (MRP). 
However, many herbal medicinal products are still 
licensed on a national basis due to the differences in 
national practices with respect to such products. 
HMP for which sufficient evidence is available to 
support the quality, safety and efficacy of the product 
must apply for a full MA. Applications with full 
supporting data, as usual for so called new chemical 
entities (NCE), are rare; more common is to go for 
the “well-established use” provision of a 
bibliographic application according to Article 10 of 
Directive 2001/83/EC on the basis of published 
literature (see alsoTable 1). In the broadest sense are 
these generic applications, whereby the comparator 
referred to is not an already established product after 
data protection time but a monograph and/or other 
accepted scientific core-data. This means also, that 
those products will usually not be accepted as THMP, 
as efficacy/safety data are available and have not to 
be replaced by the proof of traditional use. But 
differences of the product and authority practice in 
the member states will cause doubling e.g. a 
Harpagophytum product is licensed as traditional 
medicine in UK whereas Harpagophytum products 
are not “traditional” but “well established” for 
German authorities due to sufficient safety and 
efficacy data. By now, only one HMP is listed for the 
CP (a Boswellia extract), no experiences exist for the 
DCP yet and less than 20 products have successfully 
received MA under MRP. 

“Core-data” (previously called core-SPCs) as 
outlined in section before, originate from the 
monographs produced by WHO, ESCOP, and are 
increasingly replaced by community herbal 
monographs elaborated by the HMPC according to 
standard procedures (107436/2005 and 
182352/2005). These core-data can facilitate the 
authorisation process but are not legally binding. 
Whenever such monographs have been adopted the 
registration holder will be required to amend the 
registration dossier to comply with the new 
monograph. Only when no such monographs have 
been established, other appropriate monographs, 
publications or data may be referred to. The process 
of monograph and list establishment can be followed 
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Table 1. General overview on EU regulation types for health related herbal products 
 

Category Subcategory Legal basis Main characteristics 

HMP with MA Full dossier new MA, 
(DCP, MRP, CP) 

§8(3) directive 2001/83/EC 
 

full CTD including 
safety/efficacy data 

 

Bibliographic application 
(well established use), 
(MRP, DCP) 
 

§10a directive 2001/83/EC WEU 
defined by Annex 1 of 2001/83/EC 
amended by 2003/63/EC 
 

no individual but 
bibliographic –
safety/efficacy data (mixed 
applications possible) 

HMP with 
simplified 
registration 
 

Registration as Traditional 
Herbal Medicinal Product 
(THMP) 

§ 16a directive 2001/83/EC, 
amended by 2004/24/EC 

full quality part, safety 
replaced by expert statement, 
efficacy replaced by 
traditional use (30/15 years) 
 

 

Homoeopathic MP 
Anthoposophic MP 
(treated legally as 
homoeopathic according 
directive 92/73/EEC) 

§ 14-15 directive 2001/83/EC 

simplified registration, no 
individual safety/efficacy 
data 
 

HP outside 
medicine 
legislation 

Food supplements 
Cosmetic products 
Consumer goods 

e.g. 178/2002/EC for demarcation 
foodstuffs-MP, 2002/46/EC for 
food supplements; 
Cosmetic Directive 76/768/EEC + 
93/35/EEC 

mainly notification only 

 
 

on the EMEA website and also pharmaceutical 
manufacturers can comment the drafts before 
adoption (http://www.emea.europa.eu/htms/human/hmpc/ 
mpclist.htm). 

One of the main actions of the HMPC is to 
facilitate the use of the mutual recognition procedure 
for herbal medicinal products. This means that in 
contrast to the THMP (see section below), the HMPC 
has only supporting functions for the fully 
responsible CHMP in case of full dossier and WEU 
applications. This is being done in part by updating 
the guidance documents relating to bibliographical 
applications and by promoting the core-data 
documents as a means of facilitating the assessment 
of safety and efficacy.Considering the still missing 
experience with CP and DCP, here only some key 
points for a bibliographic application via MRP are 
outlined: In general the format for an application for 
MA must be based on the Common Technical 
Document (CTD), consisting of 5 modules, whereby 
the results of non-clinical tests and clinical trials 
(modules 4 and 5) are replaced by references to 
published scientific literature. The content of 
modules 1 (includes SPC), 2 (administrative data) 
and 3 (quality) is equivalent to any other MP as 
specified in Directive 2001/83/EC, including some 
legally binding specific details in Annex 1. Further 

“soft law” guidance is given in Chapter 1 Volume 2A 
and 2C of the Notice to Applicants and in various 
HMPWG/HMPC guidelines. These are for instance: 
guidelines addressing quality in general 
(CPMP/QWP/2819/00); specifications and test 
procedures (CPMP/QWP/2820/00) and 
biopharmaceutical characterisation 
(EMEA/HMPWP/344/03). During the consolidation 
period of HMPC monographs/lists, the Ph Eur 
monographs provide still eligible quality standards 
and it is also possible to obtain EDQM certification. 
Manufacturers meeting the criteria set out in this 
list/monographs will not have to demonstrate 
individually compliance with the criteria for WEU 
and safety, but will still have to meet the normal 
requirements regarding quality. This means first of 
all that the principles and guidelines of GMP apply. 
Annex 7 of the GMP guide provides specific 
guidance for herbal medicinal products (EC Eudralex 
Volume 4). Annex 18 of the GMP guide relating to 
requirements for pharmaceutical active ingredients 
should also be considered, while factors concerned 
with the primary production and processing of the 
herbal drug is covered by the already mentioned good 
agricultural and collection practice guideline 
EMEA/HMPC/246816/2005. 
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Table 2. Herbal medicine specific guidelines within the EU regulation according to the main areas classification, quality, safety/ 
pharmacovigilance and efficacy 
 

Classification/demarcation/standardisation/declaration 
DIRECTIVE 2004/24/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 
EMEA/HMPC/261344/2005 Concept paper on CTD for traditional herbal medicinal products 
EMEA/HMPC/CHMP/CVMP/287539/2005 Guideline on Declaration of Herbal Substances and Herbal Preparations 
in Herbal Medicinal Products/Traditional Herbal Medicinal Products in the SPC3 
EMEA/HMPC/107436/2005 Template for a community herbal monograph (Rev. 2) 
EMEA/HMPC/182320/2005 Procedure for the preparation of community monographs for traditional herbal medicinal 
products 
EMEA/HMPC/182352/2005 Procedure for the preparation of community monographs for herbal medicinal products 
with well established medicinal use 
Quality 
CPMP/QWP/2819/00 Guideline on the Quality of  Herbal Medicinal products/Traditional Herbal Medicinal Products 
CPMP/QWP/2820/00 Guideline on Specifications: Test procedures and acceptance criteria for Herbal Substances, 
Herbal Preparations and Herbal Medicinal Products/Traditional Medicinal Products 
EMEA/HMPC/125562/06 Reflection Paper on the use of Fumigants 
EMEA/HMPC/CHMP/CVMP/58222/06 Concept Paper on Quality of Combination Herbal Medicinal 
Products/Traditional Herbal Medicinal Products 
EMEA/HMPC/246816/2005 Guideline on Good Agricultural and Collection Practice (GACP) for starting materials on 
herbal origin 
Safety + Pharmacovigilance 
EMEA/HMPC/104613/2005 Guideline on the assessment of clinical safety and efficacy in the preparation of 
monographs/lists for traditional herbal medicinal products/substances/preparations 
EMEA/HMPC/317913/06 Reflection Paper on the risks associated with furocoumarins contained in preparations of 
Angelica archangelica L.  
EMEA/HMPC/413271/06 Concept paper on the development of a guideline on the assessment of genotoxic 
constituents in herbal substances/preparations 
EMEA/HMPC/138139/2005 Public statement on the allergenic potency of herbal medicinal products containing Soya 
or Peanut Protein 
EMEA/HMPC/138309/2005 Public statement on Chamomilla containing herbal medicinal products  
EMEA/HMPC/32116/05 Guideline on Non-Clinical Documentation for Herbal Medicinal Products in Applications for 
Marketing Authorisation (Bibliographical and Mixed Applications) and in Applications for Simplified Registration 
EMEA/HMPC/246736/05 Public Statement on "CPMP List of Herbal Drugs with serious risks, dated 1992" 
EMEA/269259/06 EMEA Public Statement on herbal medicinal products containing Cimicifugae racemosae rhizoma 
(Black cohosh, root) 
EMEA/HMPC/269258/06 rev 1 Assessment of case reports connected to herbal medicinal products containing 
Cimicifugae racemosae rhizoma (Black Cohosh, root) 
EMEA/HMPC/139215/05 Public Statement on the use of herbal medicinal products containing asarone 
EMEA/HMPC/138381/05 Public Statement on the risks associated with the use of herbal products containing 
Aristolochia species 
EMEA/HMPC/138386/05 Public Statement on the use of herbal medicinal products containing pulegone and 
menthofuran 
EMEA/HMPC/138379/05 Public Statement on Capsicum /capsaicin containing herbal medicinal products 
EMEA/HMPC/137212/05 Public Statement on the use of herbal medicinal products containing estragole  
EMEA/HMPC/138363/05 Public Statement on the use of herbal medicinal products containing methyleugenol  
Efficacy 
EMEA/HMPC/104613/05 Guideline on the assessment of clinical safety and efficacy in the preparation of community 
herbal monographs for well-established and of community herbal monographs/entries to the community list for 
traditional herbal medicinal products/substances/preparations 
EMEA/HMPC/166326/05 Guideline on the Clinical Assessment of fixed Combinations of Herbal Substances /Herbal 
Preparations 
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4. TRADITIONAL HERBAL MEDICINAL 
PRODUCTS 

The so called “Traditional Use Directive” 
2004/24/EC had to be implemented by member states 
(MS) by 30/10/2005. This has been realised by most 
MS with some delay (except Check Republic, 
Ireland, Netherlands, and Norway as associated MS). 
However, difficulties in the transition and 
establishment of enforcement rules still remain in 15 
MS [EFPIA Draft Document: Status of 
Implementation of the European Union 
Pharmaceutical Legislation at Member State Level, 
16/05/2007]. A transitional period is given for 
traditional herbal medicinal products which were 
already on the market on the 30/04/2004 (date of 
entry into force of Directive 2004/24/EC). This 
allows sufficient time for regulators/manufacturers to 
adapt to the new requirements and to accumulate 
evidence of usage in the EU of existing products. By 
2011 all old/new herbal medicinal products will have 
to licensed/registered in order to stay on the market. 
2004/24/EC can apply when applicants provide 
evidence relating to traditional use, quality and safety 
in accordance with the requirements detailed in 
Articles 16b and 16c 2001/83/EC (Table 4). This 
allows a derogation from the standard efficacy 
requirements when justified by the product’s safety 
profile, i.e. safe traditional use for a minimum of 30 
years thereof 15 within the EU. To prove this, 
bibliographic or expert evidence will be required 
either for the product concerned or “a corresponding 
product”. Whereas efficacy data are completely 
replaced by the traditional use, a bibliographic review 
of safety data together with an expert report will be 
required as it is usual for the WEU (see section 
above). In critical products it can happen that the 
authority request own data necessary for accessing 
the safety of the product. This may apply specifically 
in response to actual developments or recent safety 
issues, as happened with the interaction potential of 
various HP. 

When relating to a corresponding („or 
comparable“) product, active ingredients, the 
intended purpose, the route of administration have to 
be the same or similar, and equivalent strength and 
posology are expected as well. The law allows only 
that the number/quantity of ingredients may have 
been reduced during the qualifying period of 
traditional use. The practical interpretation of the 
legal terms “comparable”, “similar”, “equivalent” 

and the usefulness of combinations and removal of 
single ingredients will cause some discussion and 
vary possibly between the regulators of different MS. 
The directive implies further restrictions for 
traditional-use registrations as the intention for use 
without the intervention of a medical practitioner, 
whether for diagnostic purposes, prescription or 
monitoring of treatment. Any intravenous and 
intramuscular administrations are excluded and 
THMP restricted to herbal medicines that are taken 
orally, or are for external use or inhalation. 

The borderline to food is addressed when stating: 
“Registration of traditional herbal medicinal products 
combined with vitamins or minerals may be possible, 
where there is evidence of safety and where the 
action of the nutrient is ancillary to that of the herbal 
active ingredients.” Also the borderline to WEU and 
homoeopathic products is explicitly mentioned: 
“Herbal medicinal products which can be given a 
marketing authorisation on the basis of supporting 
safety and efficacy data (e.g., using published papers) 
will not be eligible for the simplified procedure. 
Likewise homeopathic medicines will be excluded.” 

The format and content of application for a 
traditional use registration application will be based 
on the Common Technical Dossier (CTD). Specific 
requirements for herbal products will apply 
accordingly to full MA applications, which includes 
the use of core data by positive lists and monographs. 
Likewise to WEU products the normal quality 
requirements applicable to a licensed medicinal 
product will apply. Thus compliance with GMP 
(including Directive 2003/94/EC) will be required. 
GMP will also apply to herb active ingredients used 
as active substances. There will be a requirement to 
hold a Manufacturer’s Licence and/or Wholesale 
Dealers Licence as appropriate. Release of 
manufactured/ imported batches will require 
certification by a qualified person. In addition to the 
requirements of Articles 16b and 16c many of the 
other provisions of Directive 2001/83/EC will apply 
for THMP. These are listed in Article 16(g) and 
include aspects such as pharmacovigilance, labelling 
(including Braille) and user testing of patient 
information leaflets. 

5. REGISTRATION OF HOMOEOPATHIC 
HMP 

Homoeopathic remedies inclusive anthroposophic 
remedies are the other exemption from normal MA 
procedures as outlined in Article 13-16 Directive  
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Table 3. Relevant monograph systems as basis for bibliographic applications of THMP and HMP (WEU and mixed applications). The total 
number of plant related monographs includes different monographs of different substances (e.g. herb, root), preparations (fruit, extract, dry 
extract) of the same species as well as general monographs (e.g. herbal extracts) 
 
Organisation Included species Total number 

of monographs 
Comment 

Commission E 

 
190 380 Elaborated in the 90s by an Expert committee  formed by the German 

government within the Federal Health Institute (BGA) 
 

ESCOP 73 80 Following the work of the Commission E the ESCOP Scientific Committee 
(initially funded by the EC) is reviewing the therapeutic uses of HMP, 
monographs are updated/recognized by the EMEA 
 

WHO 

 
54 58 Compiled by 120 experts in more than 50 countries and published in 2 

volumes (1999, 2002), rather secondary status in Europe 
 

Ph Eur 126 
 

>180 Quality only. Compiled by expert committee within the EDQM. Mandatory 
status in Directives 2001/83/EC, 2003/63/EC, and 2001/82/EC as am. The 
only official pharmacopoeia quality standard in Europe to be used for 
international trade. Constantly updated; last June 2007 

EMEA/HMPC 
WEU 

8 (3 drafts) 9 (3 drafts) 

EMEA/HMPC 
TU 

2 (10 drafts) 2 (12 drafts) 

HMPC experts consultation based on Ph. Eur and ESCOP monographs drafts 
are released for public consultation on the web for 3 months. Further in 
preparation: 8 monographs where the draft is under discussion, 33 
monographs with assigned rapporteur (June 2007) 

 
Table 4: Article 16a (1) (2001/83) criteria for the simplified procedure as traditional medicine, where the efficacy is supposed to be plausible 
based on long-standing use and experience and some examples for difficulties in law interpretation. 
 

Criteria Examples for interpretation 
 Includes: Excludes: 
• indications exclusively appropriate to 
THMP • design for self medication e.g. with cautios health claims 

such as "symptomatic relief of... " 
• diagnostic purposes, required 
prescription, monitoring 
treatment, required supervision 
of a medical practitioner, 
serious diseases e.g. HTV 

• specified strength and posology • aqueous extract instead of tea 
• exact/comparable concentration 
• same or reduced number of ingredients in combinations 
 

• tablets instead of tincture 
• not comparable concentration 
• replacement of ingredients in 
combinations 
 

• for oral, external or inhalation use only • tablets, ointments, tinctures etc. 
• comparable non-traditional modern dosage forms such as 
sprays 

• intravenous, intramuscular 
• non-comparable non- 
traditional modern dosage forms 
such as sprays 

• sufficient data on the traditional use 
• minimum 30 years traditional use, 
including at least 15 within the EU 

• case by case 
• geogr. non-European but politically European areas such as 
French Guyana 
• all new EU member states 

• case by case 
• when less than 30/15 years 
(but other conditions can apply 
= HMPC but not National 
decision) 

• prove not to be harmful in the 
specified conditions 

• in general given with traditional use and expert statement • new data situation indicating 
risks 
• genotoxicity/cancerogenicity 
not excluded by traditional use 

 
Cuadro 1: recommended websites for further information on European regulatory affaires. 
 
http://www.mhra.gov.uk  
http://www.agemed.es  
http://www.bfarm.de  
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/

http://www.hma.eu  
http://www.emea.eu.int  
http://www.who.int  
http://www.efpia.org

http://www.ifpma.org  
http://www.ich.org  
http://www.phrma.org  
http://www.escop.com
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2001/83/EC. A simplified registration procedure for 
those products placed on the market without 
therapeutic indications is specifically envisaged by 
Article 14(1) of Directive 2001/83/EC as amended. 

A homoeopathic MP is according to Directive 
2004/27/EC (amendment to 2001/83/EC) newly 
defined as: “Any medicinal product prepared from 
substances called homeopathic stocks in accordance 
with a homeopathic manufacturing procedure 
described by the European Pharmacopoeia or, in the 
absence thereof, by the pharmacopoeias currently 
used officially in the MS. A homeopathic medicinal 
product may contain a number of principles.” These 
may include non-herbal starting materials, which are 
not yet considered for the traditional use directive. 
The homeopathic registration scheme is also a 
simplified regulatory procedure, whereby products 
are assessed for their quality and safety. The 
simplified scheme does not allow indications or 
therapeutic claims. Thus, efficacy data are not 
required. Often registration under the scheme is 
compulsory only in respect of products new to 
national markets. In order to qualify for registration 
under the simplified procedure, the products must be 
for oral or external use. This includes all methods of 
administration with the exception of injections. In 
general homoeopathic MP must be sufficiently dilute 
to guarantee their safety. 

Of course companies also have the option of 
obtaining a full marketing authorisation for 
homoeopathic remedies, provided that the regulatory 
requirements for safety and efficacy can be satisfied. 
When a “traditionally used” homoeopathic stock of 
plant origin (practically ethanolic extract or tincture) 
without further dilution is used, in some cases the 
manufacturer may have the decision between 
simplified regulation under the traditional use or the 
homoeopathic category, which in general are 
exempted to each other (see above). In both cases, no 
efficacy data have to accompany quality (including 
shelf life tests) and safety data. Differences in 
labelling and marketing (no indication and health 
claims for homoeopathic products), existing 
monographs and listing and the data situation to 
support the WEU will contribute considerably to the 
manufacturers case by case choice of the appropriate 
regulatory strategy. 

Comparable to allopathic herbal medicine the 
regulation of homeopathic products is predominantly 
characterized by National traditions and rules. In UK 
for instances the Advisory Board on the Registration 
of Homeopathic Products (ABRHP) gives advice in 

respect of which a certificate of registration could be 
granted. However, the European harmonisation 
process is on track and various European 
organisations will find each other under the umbrella 
of the Homeopathic Medicinal Product Working 
Group (HMPWG), which informal meetings first 
started in 1999. The participants of HMPWG are 
assessors and regulatory experts from the National 
Competent Authorities, as well as representatives 
from the EC, Ph Eur, EMEA and WHO. The group 
was formalised by the Heads of Medicines Agencies 
(HMA) in 2004. The HMPWG is a forum of 
exchange of regulatory and scientific expertise as 
well as elaboration and provision of guidance to 
assessors and applicants and expertise and advice on 
request regarding procedural, regulatory and 
scientific issues arising from the MRP/DCP. It was 
started because there was a clear need for a European 
solution for the regulation of homeopathic MP due to 
the particular characteristics of this therapeutic 
system. 

6. HERBAL PRODUCTS OUTSIDE MEDICINE 
LEGISLATION 

The traditional use directive is most 
controversially discussed in European countries were 
the majority of HP were classified as food 
supplements, which facilitated market access without 
provision of detailed quality and safety data. Herbal 
remedies equally to minerals or vitamins have a 
classical “dual-use” – character, where nutrition/diet 
purposes are paralleled by health promoting/ 
therapeutic purposes. The classification a herbal 
product in the borderline is still dominantly national 
decision according to case by case studies based on 
law and tradition. But similarly to the Traditional Use 
Directive, the market of the single member states will 
be influenced by the pan-European food legislation in 
the future. The “general opinion” will consider the 
possible risk, the pharmacological characteristic due 
to current scientific knowledge, the degree to which 
the consumer is familiar with the product and the way 
in which the product is used. For many manufacturers 
of herbal products, it is getting more and more 
important to deal with the legal differentiation 
between medicine and food (respective cosmetics) 
which includes questions like: 
• Which constituents are legal in food or 

cosmetics? 
• Do they have any phamacological effect? 
• Are there concentration limits? 
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• Which effects has the demarcation on 
advertisement, labelling and marketing? 

• Is there already binding harmonised European 
law or are national niches still feasible? 

• Which nutrition declarations have to be stated on 
package and leaflet? 

• How to deal with health claims? 
Step by step the EU will also harmonise the food 

law in terms of food supplements and their safety. A 
first definition of foodstuffs has been introduced with 
regulation 178/2002/EC for a harmonised 
demarcation between foodstuffs and medicinal 
products. Directive 2002/46/EC contains a definition 
for food supplements for the first time. Primarily 
there were no maximum/minimum levels for 
nutrients and/or substances with nutritional effect; 
which are important for drawing the borderline 
between food supplements and medicinal products. 
Furthermore, the directive covers only vitamins and 
minerals. In the near future, however, the directive 
could substantially limit the potency of nutrients in 
such products by reducing maximum permitted 
levels. And it may be applied to other nutrient groups 
such as fatty acids, amino acids, fibre, and plant 
extracts. It became fully implemented on August 
2005, but further demarcation activities are also 
expected by EFSA (European Food Safety 
Authority), EMEA and the EC. A helpful overview 
on current European food legislation in terms of 
herbal products is given by Gulati & Ottaway (2006).  

7 CONCLUSIONS 

The manufacturer of a herbal medicinal product 
has now five main regulatory pathways for marketing 
in Europe. Within medicine law a full application, a 
well established use application or simplified 
registration as either traditional herbal medicinal 
product or as homoeopathic medicinal product are 
possible. The food supplements pathway will remain, 
but is likely to be further restricted. At least until 
2011 old national regulatory pathways will linger. In 
general, the national procedure dominates clearly, 
however the number of European procedures in 
particular the mutual recognition (MRP) is expected 
to increase also for HP as soon as advantages for 
marketing in various member states is less inhibited 
by uncertainties of the new administrative trail. The 
directive 2004/24/EC for THMP is put to test in all 
member states and the solution of practical issues 
specifically associated with the transfer from old to 
new registrations a challenge to all national 

regulatory bodies and the EMEA/HMPC. A market 
clarification and increased safety level can be 
expected, however manufacturer and product 
diversity may be diminished. 
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