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The published scientific evidence
supporting the safety and efficacy of an
investigational medicinal product not used
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institutional treatment protocols, health

technology assessment reports or other

appropriate evidence
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That report shall include an assessment of
the impact that the Regulation has had on
scientific and technological progress,
comprehensive information on the different

types of clinical trials authorised pursuant
to this Regulation, and the measures required
in order to maintain the competitiveness of

European clinical research
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