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- 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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National Regulation of ,herbals” in the
German Medicines Act (AMG)
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National Reqgulation of ,herbals” in the German
Medicines Act (AMG) — Expert Panels

I
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
e Commission on Traditional Medicinal Products (review

procedure)
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homeopathic
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- 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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CTD Regulations I
HMPC I Directive 2004/24 I
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Directive 2002/46 I
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European Community Directives

 CD 2001/83 (“basic” regulation)

o CD 2003/63 of 25 June 2003 (Annex I, criteria)
o« 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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30.4.2004 Official Journal of the European Union L 136/85

DIRECTIVE 2004/24/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 31 March 2004

amending, as regards craditional herbal medicmal produces, Direcdve 2001/83EC on the
Community code relating to medicinal products for human use

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE and an acceprable level of safery and are nor eligible for
EUROPEAN UINION, a marketing authorisation. To maintam these products
on the market, the Member States have enacted differing
procedures  and provisions. The differences that
currently exist berween the provisions laid down in
the Member States may hinder trade in traditional
medicinal products within the Community and lead to
discrimination and distortion of competition berween
manufaciurers of thess products. They may also have
Having regard to the preposal from the Commission (). an impact on the protection of public health since the
necessary guaramees of quality. safery and efficacy are
not always provided ar present.

Having regard to the Treary establishing the European
Community, and in particular Article 95 thereof,

Having regard to the opinion of the European Economic and
Social Committes (9,

i4) Having regard to the particular characteristics of these
medicinal products, especially their long tradition, it is
desirable o provide a special. simplitied registration
procedure for certain waditional medicinal products.
However, this simplified procedure should be used

Acting in accordance with the procedure laid down in Article
251 of the Treary (%),
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DIRECTIVE 2004/24/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 31 March 2004

amending, as regards traditional herbal medicmal products, Directive 200183EC on the
Community code relating to medicinal products for human use

THE EUROPEAN FARLIAMENT AND THE COUNCIL OF THE
EUROFEAN UNION,

Having regard to the Treaty establishing the European
Community. and in particular Article 95 thereof,

Having regard to the proposal trom the Commission (1),

Having regard to the opinion of the European Economic and
Social Commiree (7).

(4

Acting in accordance with the procedure laid down i Article
251 of the Treaty (7.

and an acceptable level of safety and are not eligible for
a marketing authorisation. To maintain these products
on the market. the Member States have enacted differing
procedures and provisions. The differences that
currently exist between the provisions laid down in
the Member States may hinder trade in taditional
medicinal producis within the Community and lead 1o
discrimination and distortion of competiton between
manufacturers of these products. They may also have
an impact on the protection of public health since the
necessary guaramees of quality. safery and efficacy are
not always provided at present.

Having regard to the particular characteristics of these
medicinal producs, especially their long tradition, it is
desirable to provide a special. simplified registration
procedure for certain traditional medicinal products.
However, this simplified procedure should be wused
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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
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Registration of traditional herbal medicinal produc ts
applicable to traditional herbal medicinal products

Article 16¢ 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
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- 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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1) (2

- 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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3 %

- Marketing authorisation
full, bibliographic or mixed application

- Registration (simplified with respect to the proof
of efficacy)

- Prescription (Formula magistralis)
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- 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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- Many new substances

- Different processing Q

- Material of animal, mineral origin

- Combinations

- Development of Monographs from Asian
Traditional Medicines (Ph. Eur.)
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- Many new substances

- Knowledge is limited
- Adulterations Q
- Toxicologic concerns

- Ethnological considerations

- Longstanding tradition

- Ongoing work on scientific data
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- Different therapeutic approach

- Transfer of indications
- Prescription/non-prescription Q
- Suitablility of guidelines on clinical trials

- Proof of efficacy or plausibility

- Longstanding tradition

- Experience and acceptance
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Marketing authorisation

- Possible, but probably expensive

Registration

- Reasonable approach, but

- Supervision, animal material

- Lack of 15 years EU HMPC

\)

- Limited data on safety O

o
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Indian Traditional Medicines

- Therapeutic option Is possible

- Professional marketing authorisation is possible

- Access to market via registration is in principa
possible, professional strategy Is obligatory

- 1. step: usage of available options

- 2. step: evaluation whether change of legislation
IS hecessary, reasonable, realistic
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-

... means efforts in

- Work

- Investment, Meetings, Reliability

- Communication, Understanding, Acceptance

- Scientific Data



