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Practical implications of changes within the herbals regulatory 
environment:

04. Practical implications of THMP-applications
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Requirements for traditional use

The products to be marketed contain as active ingredients:

• one or more herbal substances or one or more herbal preparation
• one or more such herbal substances in combination with one or 

more such herbal preparations => herbal medicinal products
• + vitamins/minerals : ancillary action

AND

(i) they have indications exclusively 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;

(b) they are exclusively for administration in accordance with a 
specified strength and posology;
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Requirements for traditional use

(c) they are an oral, external and/or inhalation preparation;

(d) the period of traditional use has elapsed; 
• the medicinal product in question
• or a corresponding product 
has been in medicinal use throughout a period of at least 30 years 

preceding the date of the application, including at least 15 years 
within the Community 

(e) the data on the traditional use of the medicinal product are 
sufficient

• the product proves not to be harmful in the specified conditions of 
use 

• the pharmacological effects or efficacy of the medicinal product 
are plausible on the basis of longstanding use and experience. 

THEN => Traditional Herbal Medicinal Product (THMP)
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New facilitating tools

(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
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Case 1
Applicant wants to market an ointment based on Echinacea 

purpurea herb.

The ointment contains:
15g/100g dried expressed juice from fresh flowering aerial parts. 

Indication + posology will be:
Application on affected area : 2 to 3 times daily
For treatment of small superficial wounds

This preparation corresponds to the list entry for Echinacea 
purpurea herb.

What will the Applicant submit within the framework of his 
THMP – application?
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Case 1

What will the Applicant submit within the framework of his 
THMP – application? 

Community List Entry

administrative data (module 1)

quality data (module 3 + 2.3)

reference to Community List Entry
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Case 2
Applicant wants to market capsules based on Valerian root.

The capsule contains:
an amount of dried Valerian extract prepared with water 
corresponding to 3 g root. 

Indication + posology will be:
For relief of mild symptoms of mental stress : 1 capsule up to 3 

times daily
To aid sleep, a single dose half to one hour before bedtime with 

an earlier dose during the evening if necessary.
Maximum daily dose: 4 capsules.

This preparation corresponds to the TU monograph for 
Valerian root.

What will the Applicant submit within the framework of his 
THMP – application?
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Case 2

What will the Applicant submit within the framework of his 
THMP – application?

Community Monograph

administrative data (module 1)

quality data (module 3 + 2.3)

reference to Community 
Monograph
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Case 3
Applicant wants to market capsules based on Valerian root.

The capsule contains:
 an amount of dried Valerian extract prepared with ethanol 50% 

V/V corresponding to 3 g root. 

Indication + posology will be:
For relief of mild nervous tension : 1 capsule up to 3 times daily.
To relief of sleep disorders, a single dose half to one hour before 

bedtime with an earlier dose during the evening if necessary.
Maximum daily dose: 4 capsules.

This preparation corresponds to the WEU monograph for 
Valerian root. 

What will the Applicant submit within the framework of his 
WEU – application?
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Case 3

What will the Applicant submit within the framework of his 
WEU – application?

Community Monograph

administrative data (module 1)

quality data (module 3 + 2.3)

reference to Community 
Monograph



FAMHP/wvt

Federal Agency for Medicines and Health Products

Case 4
Applicant wants to market capsules based on Valerian root.

The capsule contains:
 an amount of dried Valerian extract prepared with ethanol 33 % 

V/V corresponding to 2 g root. 

Indication + posology will be:
For relief of mild nervous tension : 1 capsule up to 3 times daily.
To relief of sleep disorders, a single dose half to one hour before 

bedtime with an earlier dose during the evening if necessary
Maximum daily dose: 4 capsules.

This preparation  does not correspond to the Community 
monograph (WEU) for Valerian root. 

What will the Applicant submit within the framework of his 
application?
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Case 4

What will the Applicant submit within the framework of his 
application?  Can the monograph still apply?

Community Monograph

administrative data (module 1)

quality data (module 3 + 2.3)

reference to Community Monograph

justification of deviation, if any
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Case 4

What will the Applicant submit within the framework of his 
application? 

(theoretical)

Can the applicant provide justification for applicability of the 
monograph to his preparation (33% V/V EtOH) instead of  
the preparation foreseen for WEU in the monograph (40% 
V/V)?

⇒  Supportive data needed
⇒  FAMHP will evaluate the deviation = 2 phases

1. acceptability of the principle
 => validation as TU-application

2. evaluation of supportive data
 => if approved the monograph will apply
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Case 4

If NOT approved the applicant can demonstrate the WEU of his 
own preparation and will submit the following:

FULL DATA

administrative data (module 1)

quality data (module 3 + 2.3)

justification of well established use 
(module 2.4 to 2.7)

bibliographic data CL + nCL
(module 4 & module 5)
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Case 5
Applicant wants to market capsules based on Valerian root.

The capsule contains:
 an amount of a mixture of powdered Valerian root and a dry 

Valerian extract prepared with ethanol 40% V/V, the sum of 
both corresponding to 3 g root. 

Indication + posology will be:
For relief of mild symptoms of mental stress : 1 capsule up to 3 

times daily.
To aid sleep, a single dose half to one hour before bedtime with 

an earlier dose during the evening if necessary.
Maximum daily dose: 4 capsules.

This preparation does not correspond to the Community 
monograph (WEU nor TU) for Valerian root. 

What will the Applicant submit within the framework of his 
application?
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Case 5

What will the Applicant submit within the framework of his 
application?  Can the monograph still apply?

Community Monograph

administrative data (module 1)

quality data (module 3 + 2.3)

reference to Community Monograph

justification of deviation, if any
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Case 5

What will the Applicant submit within the framework of his 
application? 

(theoretical)

The applicant can not provide justification for the 
applicability of the monograph to his preparation in 
relation to neither part of the monograph (extraction 
solvents differ) but:

The applicant has found a similar product on the market (e.g. 
documented in VIDAL (FR)). Documentation shows that it 
has been marketed since 1980.
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Case 5

The Applicant will compile his own TU-dossier and will submit:

FULL DATA

administrative data (module 1)

quality data (module 3 + 2.3)

justification of traditional use 
(module 2.4 to 2.7)

bibliographic data  on TU
(module 4 & module 5)
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Regularization THMP

Many products currently marketed as “food supplements” are 
eligible for TU-registration (or even WEU depending on case)

FAMHP discussed the regularization of THMP on the Belgian 
territory with the association of manufacturers of food 
supplements and TCM a few years ago

ACTIONS UNDERTAKEN by FAMHP to this extent:

⇒  Notification procedure in order to allow T(C)HMP to stay 
on the market while the registration dossiers are prepared 

⇒  Condition: already marketed in 2004 (Directive 
2004/24/EC)
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Notification THMP

ACTIONS UNDERTAKEN by FAMHP

⇒  Circular Letter nr 533 :
 11/12/2008

⇒  Notification procedure
⇒  Electronic form
⇒  Deadline for notification:

 1/3/09
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Notification THMP
ACTIONS UNDERTAKEN by FAMHP:

RD 28/6/2009 on the notification of 
THMP 
Deadline Application: 1/1/2010
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Regularization THMP

ACTIONS UNDERTAKEN BY INDUSTRY: 

• 12 applicants: 125 other notifications by of which 28 already 
authorized with AMM (old legal basis) 

• NO notifications received for TCHMP 

Traditional Herbal Medicinal Products (THMP) can only be marketed 
after registration : 

NO registration = illegally on the market (if marketed after 2004)

⇒  Registration of THMP - already on the market in 2004 - to be 
completed by 30/4/2011 (DIRECTIVE 2004/24/EC)

REGULARISATION TOOLS: 
⇒  Simplified registration procedure (RD 14/12/06 Art 43)
⇒  Data to be introduced documenting Quality (NTA Module 3)
⇒  Safety and efficacy covered by proof of traditional use
⇒  Extra safety data can be asked when safety issues are raised
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Market regularization

⇒ Willingness of FAMHP to develop national registration 
system similar to the one for homeopathic medicines for 
alternative medicines like TCM, Ayurveda, …

BUT:

Manufacturers seem reluctant to regularize situation as long as 
THMP have access to food supplement-market “in disguise” 

IN SPITE OF:

“Low” registration fee for TU (2761,31 €)
Cost compilation dossier: limited to module 3 if monograph or 

list entry
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Market regularization

UPCOMING REGULATORY MILESTONE:

end of transition period foreseen by the DIRECTIVE: 
30/4/2011

From the 125 products notified, only these will be allowed to 
stay on the market until the TU-registration is 
accepted/refused: 

⇒ MP for which a dossier exists as AMM (28 MP concerned)
⇒ Products for which the dossier has been introduced 

before 02/01/2010 (conform RD 28/6/09) 

⇒ 6 new applications (5 commercially important 
herbal drugs concerned)
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Preparation oral + internal use

No Medicine, cosmetic, medical 
device, biocide, …

Curative, 
Preventive, 
Diagnostic 

by function*
* doubt: mixed 

commission

Medicine
Medical device

No

Curative, 
Preventive, 
Diagnostic 

by presentation*
* doubt: mixed 

commission

yes

Medicine
Medical device

FOOD (e.g.food 
supplement,…)

Intended use

Market regularization: decision tree

No

yes

yes
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marketed THMP has 
a valid registration

dossier introduced
in time

manufacturer importer 
distributor authorised

(RD 14/12/2006)

part of national GMP/GDP
inspection program

yes

yes

yes

application accepted
(THMP registered)

no

yes no

enforcement actions
(pv, seasure, court…)

product no longer
legally  on

the market :
inspection &

administrative 
measures 

(e.a. warning)
marketing stops

(fases out)

no

end

manufacturing
 importation 
distribution
application

yes

no

no

yes

FAMHP CONTROL POLICY


