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Practical implications of changes within the herbals regulatory
environment:

02. Applications for HMP authorization and THMP registration: 
what?
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Procedures

REGISTRATION (REG)? – MA (AMM)? -> for HERBALS

Before 2004: Registration = AMM

After 2004 : AMM = Authorization

REG = (simplified) Registration

The document reflects the level of evidence of the dossier

(=> legal basis)

AMM:

- 4 page and/or AMM light 

- Authorization nr: BE 123456

REG:

- Front page ~ front page AMM

- Annexed application form (validated)

- Registration nr: BE-TU 123456
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Procedures

REGISTRATION (REG)? – MA (AMM)? -> for HERBALS

PROCEDURES:

National procedures - NP:

• Full application (mixed) => AMM

• Well Established Use Application => AMM

• Traditional Use (TU) Application => REG

European procedures – MRP & DCP:

• Full application (mixed) => AMM

• Well Established Use Application => AMM

• TU Application – List entry - Monograph=> REG
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Authorization Application types:

“Full Application” : 
Article 8(3) of Directive 2001/83/EC 

the following documentation shall be included in the dossier:

• pharmaceutical (physico-chemical, biological or microbiological) 

tests,

• preclinical (toxicological and pharmacological) tests,

• clinical trials.

For such applications, the relevant published literature also has to be 

submitted and these scientific publications can be used as 

supportive data.

Where Module 4 and/or 5 consists of a combination of reports of 

limited non-clinical and/or clinical studies carried out by the 

applicant and of bibliographical references this kind of application 

has also to be submitted according to this article
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Authorization Application types:

“Well Established Use Application”:
Article 10a of Directive 2001/83/EC

replace results of the pre-clinical and clinical trials by detailed 

references to published scientific literature (information available 

in the public domain)

=> applicable data!!

the active substances of a medicinal product have been in well 

established medicinal use within the Community for at least ten 

years, with recognised efficacy and an acceptable level of safety.

“well established medicinal use”

does mean “use as an authorised medicinal product”

proof of medicinal use may not be submitted in the absence of a 

marketing authorisation
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Registration Application types:

“Traditional Use Application”:
Articles 16a to 16i of Directive 2001/83/EC

intended for

• herbal medicinal products with a long tradition

• which can not fulfil the requirements for a marketing 

authorisation

= the registration of herbal medicinal products without requiring 

particulars and documents on tests and trials on safety and 

efficacy

-> provided that there is sufficient evidence of the medicinal use (DIR 

2004/24/EC Art 16C, 3.) of the product (at least 30 years, including at 

least 15 years in the Community)

-> bibliographical or expert evidence to the effect that the medicinal 

product in question, or a corresponding product has been in 

medicinal use throughout the fixed period
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Registration Application types:

“Traditional Use Application”:
Articles 16a to 16i of Directive 2001/83/EC

THMP have to fulfil the same requirements as applications for a 
marketing authorisation with regard to the manufacturing of these 

products and their quality.

Results of pharmaceutical (physico-chemical, biological or 

microbiological) tests must be submitted to demonstrate the 

quality of the traditional herbal medicinal product.

The long tradition makes it possible to reduce the need for clinical 

data

-> the efficacy of the medicinal product is plausible on the basis of its 

long-standing use and experience as testified by bibliographic or 

expert evidence.
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Registration Application types:

“Traditional Use Application”:
Articles 16a to 16i of Directive 2001/83/EC

Applicants must substantiate the safety of the medicinal product by 

the means of a bibliographic review of safety data together with

an expert report

-> complemented by any necessary data, which the Member State’s 

competent authority may request.

Claimed indications : 

appropriate to traditional herbal medicinal products, which by virtue 

of their composition and purpose, are intended and designed for 

use without the supervision of a medical practitioner for 

diagnostic purposes or for prescription or monitoring of treatment.
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New possibilities relating to TU

DIRECTIVE 2004/24/EC

The Committee on Herbal Medicinal Products (HMPC):

• established in September 2004

• replaced the CPMP Working Party on Herbal Medicinal Products

• established in accordance with Regulation (EC) No 726/2004 and Directive

2004/24/EC

The HMPC's core tasks:

• assist the harmonisation of procedures + provisions concerning HMP

• further integrate HMP in the European regulatory framework.

• provide EU Member States and European institutions its scientific opinion

on questions relating to HMP

• the establishment of a draft 'Community list of herbal substances, 

preparations and combinations thereof for use in traditional herbal 

medicinal products

• the establishment of Community herbal monographs.
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New possibilities relating to TU

Community herbal monographs

HMPC: establish Community herbal monographs 
• for the application of both the traditional use and well-established 

use provisions 

• to serve as a basis for simplified registration or bibliographical 

marketing authorisation applications.

In order to promote harmonisation, Member States should recognise 

registrations of THMP (use of MRP or DCP procedures):

• granted by another Member State based on Community herbal 

monographs 

• consisting of substances, preparations or combinations thereof 

contained in the above-mentioned list.

For other products, Member States should take due account of such 

registrations.
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New possibilities relating to TU

Community herbal monographs
to be found on EMA-website:
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Community monograph
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Community monograph
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Community monograph
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New possibilities relating to TU

Community list

• a view to further facilitating the registration of certain traditional 

herbal medicinal products in the EU

• = a list of herbal substances, preparations and combinations 

thereof for use in traditional herbal medicinal products

• established on the basis of the scientific opinion of the HMPC. 

Applicants can refer to the list (for efficacy/safety), instead of 

submitting data. However they would still need to demonstrate 

the quality of the medicinal products they seek to register.

List entries are mandatory for Member States. They cannot be 

refused (for efficacy or safety reasons).
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New possibilities relating to TU

Community list
Entries to be found on EMA-website:
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Community List : 2008/911/EC

List entry: annex I

List entry details: 

annex II
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List entry: annex I

List entry details: 

annex II
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List entry: details in annex II
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New possibilities relating to TU - WEU

(situation 18/02/2010)

Community herbal monographs (WEU – TU)

49 final 

22 under preparation

Entries on the Community list (TU)

9 entries (draft included) : EMA-website

6 approved (last update published 19/1/2010) : 2008/911/EC 

as amended

=> dossier data to be compiled drastically reduced compared

to before 2004 due to availability of « pre-compiled » data


