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Until recently, plant-made pharmaceuticals (PMPs) seemed to be restricted to North America. Some 300 field trials and several products approaching the market in the USA are contrasting less than 30 field trials in the European Union. However, this picture is about to change.

In its first part the paper maps activities in the EU that will show that PMPs are about to gain a foothold in the EU. Given the experience with GMOs in the EU context so far, regulatory policy is likely to be a key for PMPs. In its second part the paper is therefore investigating how well the EU regulatory framework is prepared to deal with the specific challenges posed by PMPs. The focus will thereby be on health and environmental risks. Frequent reference will be made to the debate and legislative approaches in the USA and in Canada. Thirdly, it will be argued that PMPs have the potential to add entirely new dimensions to the still ongoing European GMO controversy the outcome of which would be difficult to predict. Finally, key issues for commercialising this technology in the EU context will be discussed.
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