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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 15

Verification of compliance of investigational medicinal
products with good clinical and manufacturing practice

1 To verify compliance with the provisions on good clinical and manufacturing practice,
Member States shall appoint inspectors to inspect the sites concerned by any clinical trial
conducted, particularly the trial site or sites, the manufacturing site of the investigational
medicinal product, any laboratory used for analyses in the clinical trial and/or the sponsor's
premises.

The inspections shall be conducted by the competent authority of the Member State
concerned, which shall inform the Agency; they shall be carried out on behalf of the
Community and the results shall be recognised by all the other Member States. These
inspections shall be coordinated by the Agency, within the framework of its powers as
provided for in Regulation (EEC) No 2309/93. A Member State may request assistance
from another Member State in this matter.

2 Following inspection, an inspection report shall be prepared. It must be made available
to the sponsor while safeguarding confidential aspects. It may be made available to the other
Member States, to the Ethics Committee and to the Agency, at their reasoned request.

3 At the request of the Agency, within the framework of its powers as provided for
in Regulation (EEC) No 2309/93, or of one of the Member States concerned, and following
consultation with the Member States concerned, the Commission may request a new inspection
should verification of compliance with this Directive reveal differences between Member States.

4 Subject to any arrangements which may have been concluded between the Community
and third countries, the Commission, upon receipt of a reasoned request from a Member State
or on its own initiative, or a Member State may propose that the trial site and/or the sponsor's
premises and/or the manufacturer established in a third country undergo an inspection. The
inspection shall be carried out by duly qualified Community inspectors.

5 The detailed guidelines on the documentation relating to the clinical trial, which shall
constitute the master file on the trial, archiving, qualifications of inspectors and inspection
procedures to verify compliance of the clinical trial in question with this Directive shall be
adopted and revised in accordance with the procedure referred to in Article 21(2).


