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Subject: Request official position from the European Commission

June 6, 2013

Dear Commissionaire,

According to the Paragraph 12 of the preamble to Directive 2004/24/EC of the European Parliament and of the Council of 31 March 2004 amending, as regards traditional herbal medicinal products, Directive 2001/83/EC on the Community code relating to medicinal products for human use: 

This Directive allows the non-medicinal regulation of herbal products, which meet the criterion of food legislation that is regulated under food legislation in the Community.
This Directive 2004/24/EC amends only the paragraphs of the Directive 2001/83/EC and not its scope.  However, according to the scope of Directive 2001/83/EC (Title II, Article 2) it shall apply to medicinal products for human use intended to be placed on the market of Member States and either prepared industrially or manufactured by a method involving an industrial process.

Our issues:

· May we use the denomination and may we commercialize the medicinal or traditional, plants, herbal, medicinal products which are processed in private dwelling-house
, sold directly to consumers (at market, in farmers’ shop, at home) and of which security are proved by traditions. 

Since the European law applies to the industrially produced medicinal. Do the products (camomile tea, calendula cream with fat and calendula ingredients etc.) of traditional, small-scaled craftsmen have to be undergone an active substance examination by laboratory studies which mean disproportionate costs
?

VÁLASZ 1

Dear Mr Kajner,

Thank you for your message which was forwarded to the relevant services of the European Commission for their input and therefore took longer than foreseen to be answered. We apologise for any inconvenience this may have caused you. In response to your question, please find the reply of the responsible Commission department (Directorate-General for Health and Consumers) here below:

"As a general rule all medicinal products, including herbal medicinal products, need a marketing authorisation to be placed on the European Union (EU) market. However, traditional herbal medicinal products have particular characteristics, notable their long tradition of use. To take account of this, the EU has introduced a lighter, simpler and less costly registration procedure for them, while providing the necessary guarantees of quality, safety and efficacy. The Herbal Directive (Directive 2004/24/EC*) was adopted to facilitate the placing in the EU market of traditional herbal medicinal products. The simplified procedure allows the registration of traditional herbal medicinal products without requiring safety tests and clinical trials, which the applicant is obliged to provide under the full marketing authorisation procedure.

The long tradition of the medicinal product makes it possible to reduce the need for these tests and trials that can be replaced by documentation which indicates that the product is not harmful in specified conditions of use and that its efficacy is plausible on the basis of long-standing use and experience.

However, even a long tradition of use does not exclude concerns about the product's safety. Therefore competent authorities of the Member States are entitled to ask for additional data, if they deem it necessary, to assess the safety of the medicinal product.

Indeed Article 2 of Directive 2001/83/EC* provides that:" This Directive shall apply to medicinal products for human use intended to be placed on the Market in Member States and either prepared industrially or manufactured by a method involving an industrial process". However, article 3 of Directive 2001/83/EC* lists the medicinal products to which the Directive does not apply. This includes, inter alia:

- Any medicinal product prepared in a pharmacy in accordance with a medical prescription for an individual patient.

- Any medicinal product which is prepared in a pharmacy in accordance with the prescriptions of a pharmacopoeia and is intended to be supplied directly to the patients served by the pharmacy in question.

This Article covers medicinal products prepared in a pharmacy (pharmacies are regulated at national level) and not private dwellings.

Additionally, Regulation (EC) No 852/2004* Annex II, Chapter III concerns the hygiene of foodstuffs and Directive 2006/123/EC* recitals 22 expressly excludes healthcare from the scope of the said Directive: "The exclusion of healthcare from the scope of this Directive should cover healthcare and pharmaceutical services provided by health professionals to patients to assess, maintain or restore their state of health where those activities are reserved to a regulated health profession in the Member State in which the services are provided".

We hope you find this information useful. Please contact us again if you have other questions.

*Follow this path to access EU law: EUR-Lex > Simple Search > Natural Number > select document type, year and number of the legislation > press "Search". The "bibliographic notice" provides information on the document, such as dates, procedure and consolidated versions.

With kind regards,
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CASE ID: 0763615 / 6703677

Dear Commissionaire Experts,

We are very thankful for your former response (Case ID: 0763615 / 6703677). Regarding your statement, the answer for the most important question is not perfectly clear for us. Consequently we would like to ask you to refine it in order to the traditional folk medicinal products can remain in local manufacturing system. Your response to help to detail this problem is essential in view of the fact that these kind of products are also part of the cultural heritage. 

Per your response, you are confirming that 2001/83/EC „…shall apply to medicinal products for human use intended to be placed on the Market in Member States and either prepared industrially or manufactured by a method involving an industrial process.”
Also mentioning that „The Article covers medicinal products prepared in a pharmacy (pharmacies are regulated at national level) and not private dwellings.”

Per our reading:


- Statement of Directive 2001/83/EC, Article 2 means that the regulation have to be applied on industrially manufactured medicinal products for human use. (You have also confirmed this, so, after herbal medicinal product manufactured in private dwellings is NON-INDUSTRIAL manufacturing, we suppose this Article is not refers to homemade herbal crafts.)
Directive 2001/83/EC, Article 3 lists the medicinal products (within the scope of Article 2) to which the Directive shall not to apply to. Our clarifying question:
- Is the Directive 2001/83/EC operative for those private dwelling, traditional, small-scaled producers who are selling directly (at market or at home)? (e.g. food: chamomile tea, or non-food: eg. calendula cream with fat and calendula ingredients)

- If it is not operative then is the term „traditional herbal product” eligible to use?

VÁLASZ 2

According to the information provided by the responsible Directorate-General (DG Health and Consumer) of the European Commission, we would like to inform you about the following:

"Medicinal products not prepared industrially or manufactured by a method involving an industrial process are according to Article 2(1) of directive 2001/83/EC* not covered by the directive. However, such medicinal products may be regulated nationally and you should contact the Hungarian competent authority for medicinal products also with regard to the categorisation of the products as "traditional herbal products".

You can find the Hungarian competent authority under the following link:
 http://www.ogyi.hu/nyitooldal/"
� 852/2004 EC II. Annexe III. Chapter


� 2006/123/EC Directive 13. Article (2)





