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The Regulation of Homeopathic and Anthroposophic Medicines in the EU

Appropriate legislation and a regulatory framework that allow for a harmonised environment in the EU are essential to ensure Europe-wide availability of homeopathic and anthroposophic medicinal products which meet the highest standards of quality, safety and effectiveness.

Homeopathic and anthroposophic medicinal products are both part of a long-standing European tradition. They have traditionally been regulated in several EU Member States since the 1970s, including Austria, France, Germany and the United Kingdom, allowing for a wide selection of these products to be available to prescribers and patients. Since 1992, European legislation has been trying to create a common regulatory base in this field. 

However, we are still far from common legal provisions for homeopathic and anthroposophic medicines with therapeutic indications. Because of the divergent legal and regulatory approach in the EU Member States, European citizens are confronted with differing products and varying availability in the 27 countries.
In 1975, European legislation established three core criteria for human and veterinary medicinal products - safety, quality and efficacy. Specific Directives for homeopathy for human and veterinary use were passed in 1992 (92/73/EEC and 92/74/EEC), subsequently consolidated along with the entire field of pharmaceutical legislation in Directives 2001/82/EC and 2001/83/EC. After a revision in 2004, amended Directive 2001/83 now applies to all medicinal products including homeopathic and anthroposophic medicines, as well as traditional herbal medicines. Many inadequacies still prevail, which deprive Europeans from functioning and harmonised access to these medicines. 

For instance, there is no centralized marketing authorisation procedure for homeopathic and anthroposophic medicinal products with therapeutic indications. The Mutual Recognition Procedure, which applies only to those homeopathic and anthroposophic products which are registered without any therapeutic indications (Simplified Registration Procedure), is still in its start-up phase.

Anthroposophic medicinal products which are homeopathically prepared in accordance with an official pharmacopoeia (the European Pharmacopoeia, the German Homeopathic Pharmacopoeia or the French Pharmacopoeia) are treated in the same way as homeopathic medicinal products. While some markets, in particular Austria, Denmark, Finland, Germany, Italy, Sweden, Switzerland, and United Kingdom, recognise some products, a considerable proportion of the range of anthroposophic medicinal products cannot live up to the general authorisation requirements prescribed by European legislation; in many Member States this leads to significant difficulties for manufacturers, prescribers and patients. 
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