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Traditional Use of Plants
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… to a harmonized 

From tradition … European market      
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Medicinal products

Mixed approachAyurvedic

Mixed approachTCM

Anthroposophic principleAnthroposophic

Homeopathic principleHomoeopathic

Plausible effectTraditional

Dose-dependent effectHerbal

Dose-dependent effectChemically defined
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Content

- Development and status of licensing and 

registration of traditional medicines in Germany

- Legal framework

- Reflections on options for licensing and 

registration of medicinal products from Indian 

Traditional Medicines
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History of Traditional Medicines

• 1976 German Parliament emphasises therapeutic
pluralism in health care

• 1976 German medicines act (Arzneimittelgesetz AMG) 
notification of 148.000 existing medicinal products

marketing authorisation of new medicinal products

• 1994 5th amendment of AMG 

transition acc. §105, §109a

applicants had to proof safety and efficacy

• 2004 Directive 2004/24 EC “Traditional herbal medicinal 

products”

• 2005 Registration of Traditional herbal medicinal 

products, implementation by 14. AMG-novellation
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§ 25 Abs. 7 AMG
... Medicinal products of a particular
therapeutic system (Phytotherapy, 
Homeopathy, Anthroposophy), ...

§ 109a AMG
Traditional medicinal products

only “old products”, no “pharmacy only”
products

„Traditionally used“. ...

National Regulation of „herbals“ in the
German Medicines Act (AMG)
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Art. 25 (7) German Medicines Act

• Anthroposophic medicinal products - Commission C

• Homeopathic medicinal products - Commission D 

• Herbal medicinal products - Commission E

Art. 109 a (3) German Medicines Act

• Commission on Traditional Medicinal Products (review

procedure) 

National Regulation of „herbals“ in the German 
Medicines Act (AMG) – Expert Panels
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Licensing 5
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Unit 51 
Procedural Management

Unit 53
Homoeopathic and Anthroposophic Medicinal
Products

Unit 52 
Herbal and Traditional Medicinal Products
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C. Werner

Complementary and Alternative 
Medicines and Traditional 
Medicines
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Particular Therapeutic Systems
completed procedures - approvals

4750

licensed

medicinal products

4056
registered

homeopathic

medicinal products

and

1037
licensed TMP

5

Registered THMP890788102total

5815783fixed combination

30921099single component

Total
post-marketing 

approval*
licensed

anthroposophic
medicinal products

14191230189total

1099100990fixed combination

32022199single component

Total
post-marketing 

approval*
licensed

homeopathic
medicinal products

24411484957total

50543174fixed combination

19361053883single component

total
post-marketing 

approval*
licensed

herbal 
medicinal products
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Pharmacy in Germany
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Content

- Development and status of licensing and 

registration of traditional medicines in Germany

- Legal framework

- Reflections on options for licensing and 

registration of medicinal products from Indian 

Traditional Medicines
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Directive 2001/83Directive 2001/83

CTDCTD
RegulationsRegulations

Directive 2002/46Directive 2002/46
GuidelinesGuidelines

AMGAMGPh.Eur./DAB/HABPh.Eur./DAB/HAB

HMPCHMPC

Regulatory Framework

Expert PanelsExpert Panels

Directive 2004/24Directive 2004/24
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European Regulation
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European Community Directives

• CD 2001/83 (“basic” regulation)

• CD 2003/63 of 25 June 2003 (Annex I, criteria)

• CD 2004/24 (Traditional herbal medicinal products)

• CD 2004/27 of 31 March 2004 (HMPC)

• Further Guidance Documents (www.emea.eu)
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European herbals market

6%
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4%

14%

4%
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38%
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     FRANCE

     ITALY 

     POLAND

     UK  

     RUSSIA

     SPAIN
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Source: IMS 2005
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Definition 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 admitted 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 medicinal 
diagnosis.
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Definition
Herbal Medicinal Products

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. 
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Challenges
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Challenges
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A herbal medicinal product that fulfils the 

conditions laid down in Article 16a(1).

Vitamins and minerals may be added if their

action is ancillary to the herbal 

constituent(s) (Article 16a(2))

Definition Traditional Herbal
Medicinal Products
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Inclusion Criteria (Article 16a)

• indication(s) appropriate to traditional herbal medicinal products,

• use without the supervision of a medical practitioner for diagnosis, 
prescription or monitoring of treatment,

• specified strength / posology,

• only oral use, external use and inhalation.

• sufficient data on traditional use of the product (…safety)

• pharmacological effects / efficacy plausible

on the basis of long-standing use and experience

Traditional Herbal Medicinal
Products
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Registration of traditional herbal medicinal products
applicable to traditional herbal medicinal products

Article 16c 1 (c)

> 30 years of medicinal use within the EU or

> 15 years in and > 15 years outside the EU

Deviations may be decided by the 

Herbal Medicinal Products Committee (HMPC, EMEA) 

if requested by a Member State

Traditional Herbal Medicinal
Products
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Medicinal Products

Guidance from the European legislatory

framework is differentiating

Known substances

New substances
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Content

- Development and status of licensing and 

registration of traditional medicines in Germany

- Legal framework

- Reflections on options for licensing and 

registration of medicinal products from Indian 

Traditional Medicines
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Reality in Germany



Federal Institute for Drugs
and Medical Devices

The BfArM is a Federal Institute within the portfolio of the Federal Ministry of Health

„Globalisation“ of 
therapeutic pluralism

- WHO (Homeopathy in India, USA, …)

- 7th framework European Union (Coordination)

- Contact HMPC and Delegation from India

- HMPC-monograph on Fennel

- Monographs in the Pharmacopeia Europea
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Access to the Market

- Marketing authorisation

full, bibliographic or mixed application

- Registration (simplified with respect to the proof

of efficacy)

- Prescription (Formula magistralis)
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Access to the Market

- Usage of the therapeutic approach is already

possible (by prescription for individual patients) 

- Economic-scale access to the market requires a 

professional strategy fulfilling the usual

requirements on

Quality, Efficacy and Safety of medicinal products
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Herbal medicinal products - quality

Herbal medicinal products 
are defined by 

manufacturing process    
and specifications
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European Pharmacopeia
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Quality

- Many new substances

- Different processing

- Material of animal, mineral origin

- Combinations

- Development of Monographs from Asian

Traditional Medicines (Ph. Eur.)
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Safety

- Many new substances

- Knowledge is limited

- Adulterations

- Toxicologic concerns

- Ethnological considerations

- Longstanding tradition

- Ongoing work on scientific data
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Efficacy

- Different therapeutic approach

- Transfer of indications

- Prescription/non-prescription

- Suitability of guidelines on clinical trials

- Proof of efficacy or plausibility

- Longstanding tradition

- Experience and acceptance
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Legal Framework

Marketing authorisation

- Possible, but probably expensive

Registration

- Reasonable approach, but

- Supervision, animal material

- Lack of 15 years EU         HMPC

- Limited data on safety
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Summary

Indian Traditional Medicines

- Therapeutic option is possible

- Professional marketing authorisation is possible

- Access to market via registration is in principal

possible, professional strategy is obligatory

- 1. step: usage of available options

- 2. step: evaluation whether change of legislation

is necessary, reasonable, realistic
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Summary

… means efforts in

- Work

- Investment, Meetings, Reliability

- Communication, Understanding, Acceptance

- Scientific Data


