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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 4

THE TRIAL MASTER FILE AND ARCHIVING

Article 19

The sponsor shall appoint individuals within its organisation who are responsible for
archives.

Access to archives shall be restricted to the named individuals responsible for the
archives.


