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Directive 2001/20/EC of the European Parliament and of the Council of 4
April 2001 on the approximation of the laws, regulations and administrative

provisions of the Member States relating to the implementation of good clinical
practice in the conduct of clinical trials on medicinal products for human use

Article 8

Detailed guidance

The Commission, in consultation with Member States and interested parties, shall draw
up and publish detailed guidance on the application format and documentation to be
submitted in an application for an ethics committee opinion, in particular regarding the
information that is given to subjects, and on the appropriate safeguards for the protection
of personal data.


