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The European Union consists now of more than 20 member states. Functional foods, dietary supplements
and nutraceuticals are regulated both by European law and national legislation. Consequently, there is no free
European market for food supplements or functional foods in Europe.

Food supplements are defined by the EU legislation as:

Foodstuffs the purpose of which is to supplement the normal diet and which are concentrated sources of
nutrients or other substances with a nutritional or physiological effect, alone or in combination, marketed in
dose form, namely forms such as capsules, pastilles, tablets, pills and other similar forms, sachets of powder,
ampoules of liquids, drop dispensing bottles and other similar forms of liquids and powders designed to be

taken in measured small unit quantities.

A directive on food supplements came into force in 2002, but is only concerned with supplements containing
vitamins and minerals, but it is intended that in the future it will be extended to cover other active substances

commonly used in supplements such as amino acids, fatty acids and plant extracts.

The difficulties for trade with food supplements in Europe can be highlighted on the example of
Pycnogenol®. Pycnogenol®, an extract from the bark of the French maritime pine, does not fall under the strict
European regulation, because it presents no vitamin or mineral, but a plant extract. Consequently, its is handled
in each member state according to national regulations. Herbal extracts are considered to be drugs, not food
supplements in some European countries. The extracts could be prescriptional drugs or over the counter,
non-prescriptional drugs. They can be re-imbursed by health insurances or not. In other member states,
Pycnogenol® is available as a food supplement without a formal registration procedure, in France it has to
undergo a registration procedure. In Denmark Pycnogenol® is considered to be a food constituent.

It is likely to be at least another 3 - 5 years before there are common rules for herbal products across the EU
and until then companies will have to continue to adjust their products to the requirements of each European

country.
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