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PROGRAMME

14:00 A.J  VLIETINCK, UNIVERSITY OF ANTWERP (UA) BELGIUM
INTRODUCTION

14:05 G. LAEKEMAN, CATHOLIC UNIVERSITY OF LEUVEN (KUL), LEUVEN, BELGIUM
TAKING THE RISK OF THE BENEFIT: THE UNBALANCED  SITUATION OF HERBAL 
MEDICINAL PRODUCTS

14:35 J. WIESNER, FEDERAL INSTITUTE FOR DRUGS AND MEDICAL DEVICES, BONN, GERMANY
NATIONAL PRACTICE: EXPERIENCES WITH THE SAFETY ASSESSMENT FOR 
(TRADITIONAL) HERBAL MEDICINAL PRODUCTS

15.05 B. STEINHOFF, EUROPEAN SCIENTIFIC COOPERATIVE OF PHYTOTHERAPY, BONN, GERMANY
EUROPEAN PRACTICE: EXPERIENCES WITH A RISK-BENEFIT ANALYSIS OF HMPs
FOR THE ELABORATION OF ESCOP-MONOGRAPHS

15.35 COFFEE BREAK

16:00 G. MENG, DR. WILMAR SCHWABE GmbH & Co, KG, KARLSRUHE, GERMANY
EUROPEAN PRACTICE: WELL-ESTABLISHED USE OF HERBAL MEDICINAL PRODUCTS AND 
CLINICAL RESEARCH

16:30 PANEL DISCUSSION AND CONCLUSION
- IS A BENEFIT-RISK ANALYSIS INDISPENSABLE FOR THE MARKETING AUTHORISATION OR 

17: 30 REGISTRATION OF HERBAL MEDICINAL PRODUCTS?



EUROPEAN UNION LEGISLATION

MILESTONES WITH PARTICULAR RELEVANCE FOR 
HERBAL MEDICINAL PRODUCTS

• COMMISSION DIRECTIVE 1999/83/EC OF 8 SEPTEMBER 1999

CLARIFICATION ON PROVISIONS FOR WELL-ESTABLISHED USE

• COMMISSION DIRECTIVE 2003/63/EC OF 25 JUNE 2003

ANNEX 1 TO CD 2001/83: SPECIFIC PROVISIONS FOR HERBAL MEDICINAL

PRODUCTS, INTEGRATION OF CD 1999/83/EC ON WEU

• DIRECTIVE 2004/24/EC OF 31 MARCH 2004 :

SIMPLIFIED REGISTRATION FOR TRADITIONAL HERBAL MEDICINAL PRODUCTS

• REGULATION 726/2004/EC OF 31 MARCH 2004 :

ESTABLISHMENT OF A SCIENTIFIC COMMITEE ON HMPs AT THE EMEA



THE EU PYRAMID OF PERMITS FOR HERBAL PRODUCTS

PRODUCTS

• FULL MARKETING AUTHORIZATION CD 2001/83 EC AS AMENDED BY
• WELL ESTABLISHED USE HMPs (WEU) CD 2004/24 EC AND 2004/27 EC 
• TRADITIONAL HMP (THMPs)

* HERBAL FOOD SUPPLEMENTS

LEGISLATION

*  HERBAL NOVEL FOODS

* HERBAL COSMETIC INGREDIENTS

* FOOD SUPPLEMENTS

CD 2002/46 EC AND CD 2006/C80E

* NOVEL FOODS

REGULATION 258/97

* COSMETICS

CD 76/768

* MEDICINAL PRODUCTS*  HERBAL MEDICINAL PRODUCTS (HMPs)



HMPs for 
treatment, 
prevention…

Legal basis

Art. 8.3(i)  
CD 2001/83/EC
“Complete 
application”

Art. 10.1(a)(ii)
CD 2001/83/EC
”Bibliographical 
application”
Annex 1:
Specific 
provisions for 
HMPs

Medicinal use

< 10 
years

≥ 10 
years

Conditions 

Serious and 
minor diseases
Possible 
intervention of 
medical 
practitioner
No restrictions 
regarding 
strength, 
posology, route 
of administration

New product

Major claim

Minor claim

LEVEL OF EVIDENCE

+ demonstration of 
“well established 
use” (WEU)

X

T

C

B

A

CD 2004/29/EC
Simplified
registration for 
THMPs

≥ 30 
years

+ demonstration of 
“traditional  use” (TU)

Minor 
conditions

Self-
medication

Limited route of 
administration., 
strength & 
posology

Fraudulent or misleading
claims

Labelling

THMP for use in
specific indication (s

OVERVIEW OF LEGAL FRAMEWORK FOR HMPs IN THE EU

)
exclusively based
upon long standing
use.



OVERVIEW OF LEGAL FRAMEWORK FOR HMPs IN THE EU
PHARMACOVIGILANCE

CONSUMER INFORMATION, LABELLING, ADVERTISING
APPLIES TO                         
REGISTERED AND 
TO AUTHORIZED 
HMPs

EFFICACY
NEW TRIALS BIBLIOGRAPHY

SAFETY
NEW TESTS BIBLIOGRAPHY

QC
GMP
GACP

NEW WELL-
ESTABLISHED (WE)

TRADITIONAL (T)

MARKETING AUTHORISATION
(MR)

REGISTRATION (R)
AFTER KELLER,

2006

IDENTICAL FOR
MA AND R

EXPERT REPORT
BIBLIOGRAPHY
NEW TESTS

TRADITIONAL USE MAY BE REPLACED 
BY A MONOGRAPH 
OR
THE LIST FROM 
THE HMPC IN 
REGISTRATIONS



EVALUATION OF THE POSITIVE BENEFIT ARGUMENTS AGAINST THE NEGATIVE RISK
ARGUMENTS WHEN ASSESSING A MEDICINAL PRODUCT

AFTER BECKMANN, 1999



AUTHORIZATION RANDOMIZED CONTROLLED INTERVENTION
STUDIES

NON-RANDOMIZED CONTROLLED INTERVENTION
STUDIES

CONTROLLED OBSERVATIONAL STUDIES

CASE SERIES, DATA BASES

ANIMAL EXPERIMENTS, REPORTED  EXPERIENCES
FROM  “AUTHORITIES ” (THEORY)
NO DATA

POSITIVE MONOGRAPH

TRADITIONAL TOLERATION

HIERARCHY OF SOURCES AFTER BECKMANN, 1999

INDIVIDUAL CASES WEIGHTED ACCORDING
TO CAUSALITY


