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Commission Directive 2005/28/EC of 8 April 2005 laying down principles
and detailed guidelines for good clinical practice as regards investigational

medicinal products for human use, as well as the requirements for authorisation
of the manufacturing or importation of such products (Text with EEA relevance)

CHAPTER 2

GOOD CLINICAL PRACTICE FOR THE DESIGN, CONDUCT,
RECORDING AND REPORTING OF CLINICAL TRIALS

SECTION 2

THE ETHICS COMMITTEE

Article 6

1 Each Ethics Committee established under Article 6(1) of Directive 2001/20/EC shall
adopt the relevant rules of procedure necessary to implement the requirements set out in that
Directive and, in particular, in Articles 6 and 7 thereof.

2 The Ethics Committees shall, in every case, retain the essential documents relating to
a clinical trial, as referred to in Article 15(5) of Directive 2001/20/EC, for at least three years
after completion of that trial. They shall retain the documents for a longer period, where so
required under other applicable requirements.

3 Communication of information between the Ethics Committees and the competent
authorities of the Member States shall be ensured through appropriate and efficient systems.


