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	IRISH MEDICINES BOARD

CONSULTATION ON HERBAL MEDICINES



START DATE OF CONSULTATION:
9 AUGUST 2010
CLOSING DATE OF CONSULTATION:
30 SEPTEMBER 2010
INTRODUCTION

The IMB wishes to seek comments on two lists of herbal substances (those which are considered as medicinal products and those that can be considered as food supplements).  
Under the terms of the Medicinal Products (Control of Placing on the Market) Regulations 2007, SI 540 2007 as amended, no new herbal medicinal product can be placed on the market since July 2007 without the prior approval of the Irish Medicines Board. Products which were on the market at that time can remain on the market provided an application is made for registration under the traditional herbal medicinal products (THMP) registration scheme and registration is issued by the Irish Medicines Board until the 30th of April 2011. After this time a herbal medicinal product may not remain on the Irish market legally without a marketing authorisation or THMP registration. Further details of the authorisation and traditional registration schemes for herbal medicinal products may be found here. 

As of mid-2010 the number of applications for the THMP registration scheme has been disappointingly small in comparison with the number of products actually on the market. In order to facilitate the registration process and give greater clarity to companies, some of which are continuing to place herbal medicinal products on the market inappropriately under the guise of food supplements, the IMB has proposed to publish two lists of herbal substances. The first list is a list of herbal substances which are not considered to be suitable for inclusion in food supplements. These herbal substances are considered to be potentially toxic or have potent pharmacological action which makes them medicinal substances under the terms of the definition given in Article 1 of Directive 2001/83/EC as amended.

The second list of herbal substances consists of those herbal substances which are regarded as safe for inclusion in food supplements when the appropriate part of the plant mentioned in the third column is used. Products containing such herbs would take the form of tablets, capsules, other solid and liquid dosage forms and the dried herbs themselves or teas made from these herbs. However, where concentrated extracts or tinctures are used or other parts of the plant, safety for use in food cannot necessarily be guaranteed and potential users are recommended to consult the Irish Medicines Board on individual cases. 

In regard to the above it should be understood that in order for herbal substances to be included in a food supplement that no medicinal claim can be made for the product on its packaging or associated literature. These two lists should not be considered exhaustive and will be added to or deleted from as experience is gained. Any queries on the contents or the usage of these lists or any comments should be addressed to herbalmedicines@imb.ie 

CONSULTATION PROCESS
This consultation is being made available on the IMB website and replies are welcome from all stakeholders.

Please send any comments or questions on these proposals by e-mail to herbalmedicines@imb.ie
Comments received will be reviewed and changes made to the proposals as appropriate. If it is necessary to discuss the comments with other stakeholders, the anonymity of the individual or group making the comments will be maintained. 

A response document will be published providing a general overview of the comments received and the changes made to the proposals as a result.

This consultation complies with government policy on public consultation, as described in the document ‘Reaching out: Guidelines on Consultation for Public Sector Bodies’.
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