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Centre's inaction, poor coordination with Ayush 
failed to convinb EU to stall TMP directive 

Note from International A W N ~ ~  Foundation; 

We attach a Press Note issued by Department of AYUSH on 

page 3 & 4. The readers can make their own judgement. 
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PRESS NOTE 
Department of AYUSH initiatives on Traditional Herbal Medicinal Producb 
Directive (THMPD) 200W241EC. : 

lndia exports various herbal ingredients to European Union (EU). In 2008 lndia 
exported 53,l  million US$ worth herbal ingredients to European Union (source: 
PHARMEXCI L). 

The Traditional Herbal Medicinal Products Directive (THMPD) was established to 
provide a regulatory approval process for herloal medicines in the European Union 
(EU). Since 30 October 2005, herbal medicines in the EU are controlled under the 
EU regulation, 20041241EC (Traditional Herbal Medicines Product Directive). Under 
this regulation, a company needs to demonstrate the safety and efficacy of the 
herbal medicine through traditional use for at least 30 years out of which 15 years 
should be within the EU. 

THMPD came into force in 2004 granting seven year transitional period to all 
unlicensed herbal medicines to comply with the requirements of the directive. The 
seven year transitional period ended on April 30'. 201 1, now all ASU products have 
to comply with the requirements and get licensing under THMPD. Consequently, with 
effect from 1 May 201 1 all unlicensed herbal products which were marketed in the 
EU now have to be either registered as traditional herbal medicinal product (THMP) 
or get marketing authorisation as regular medicinal product, or carry on as dietary 
supplements. Products sold as dietary supplements had never made any health or 
medicinal claims in any way but were always marketed under a very restrictive 
environment. 

In the past Department of AYUSH, however, has been persistently impressing upon 
the officials of European Commission voicing its concerns on the THMPD against 1 5 
years safe documented usage requirement for traditional use registration in a 
European country and suggested that it should be replaced with 30 years safe usage 
criteria anywhere in the world with supportive bibliographic evidence of safety 

Department of AYUSH initiatives : 

Department of AYUSH is taking all steps falling within its purview to deal with the 
2004t241EC directive. Officials of Dept. of AYUSH along with Dept, of Commerce 
have attended several meetings and negotiated the issue at various forums. Some of 
them are as follows : 

The 5th India-EU Summit held in The Hague on 8th November, 2004 resulted 
in Draft Joint Action Plan which included initiation of discussion on 
harmonization of registration procedures for Indian Pharmaceutical products 



in the EU and also initiation of a dialogue in pharmaceuticals with special 
reference to alternative traditional medicines. 

As a result of India's concerted efforts market authorization of Ayurvscla 
d u c t s  was included as an Agenda Item in the lndia - EU Joint Working 
Group on Pharma & Bio-technology set up in 2006 under the aeals of India - 
EU Strategic Partnership. 

An lndian team of officials and experts made a presentation on Ayurveda to 
the European Medicine Evaluation Agency (EMEA) in London in May, 2006 
on the Evidence Base of Ayunreda and quality control of Ayurveda medicines. 

a A three member EU Cornmlssion team visited lndia in January, 2007 for talks 
with the lndian side. The Indian side comprising of official and experts from 
Deptt. of AYUSH, CSIR, ICMR and AYUSH drug industry held 'discussions 
with European Commission team and emphasized the need for review of the 
above Directive in view of the fact that the Directive is hindering rather than 
fast tracking of market authorization of Ayurveda and other traditional 
medicinal produck. The European Commission team also visited R&D, 
health care and manufacturing facilities of Ayurveda in Delhi, Jammu and 
Kottakal and presented its report in the lndia - EU Joint Working Group 
meeting held in Delhi on 3oth May - I* June, 2007 in which it has 
acknowledged that there is a properly regulated vast infrastructure of 
Ayurveda in lndia in terms of qualified practitioners, hospitals, dispensaries 
and manufacturing facilities. 

On Jan. 19 '~  201 1 a delegation from Dept. of AYUSH along with officials from 
Dept. of Commerce visited Brussels for negotiations with European 
Commission officials on 2004M41EC directive. EC officials explained their 
stand on the Directive and agreed for further negotiations and inputs from 
lndia on Committee on Herbal Medicinal Products (HMPC) monographs. 


