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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 1

Scope

1 This Directive establishes specific provisions regarding the conduct of clinical trials,
including multi-centre trials, on human subjects involving medicinal products as defined in
Article 1 of Directive 65/65/EEC, in particular relating to the implementation of good clinical
practice. This Directive does not apply to non-interventional trials.

2 Good clinical practice is a set of internationally recognised ethical and scientific
quality requirements which must be observed for designing, conducting, recording and reporting
clinical trials that involve the participation of human subjects. Compliance with this good
practice provides assurance that the rights, safety and well-being of trial subjects are protected,
and that the results of the clinical trials are credible.

[F13 The Commission shall adopt the principles relating to good clinical practice and
detailed rules in line with those principles and shall, if necessary, revise those principles and
detailed rules to take account of technical and scientific progress. Those measures, designed
to amend non-essential elements of this Directive, shall be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article 21(3).

The principles and detailed rules shall be published by the Commission.]
4 All clinical trials, including bioavailability and bioequivalence studies, shall be
designed, conducted and reported in accordance with the principles of good clinical practice.

Textual Amendments
F1 Substituted by Regulation (EC) No 596/2009 of the European Parliament and of the Council of 18

June 2009 adapting a number of instruments subject to the procedure referred to in Article 251 of
the Treaty to Council Decision 1999/468/EC with regard to the regulatory procedure with scrutiny
Adaptation to the regulatory procedure with scrutiny — Part Four.
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