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ANNEX I

APPLICATION DOSSIER FOR THE INITIAL APPLICATION
N.SUITABILITY OF THE FACILITIES (INFORMATION PER MEMBER STATE
CONCERNED)

67. A duly justified written statement on the suitability of the clinical trial sites adapted to
the nature and use of the investigational medicinal product and including a description
of the suitability of facilities, equipment, human resources and description of expertise,
issued by the head of the clinic/institution at the clinical trial site or by some other
responsible person, according to the system in the Member State concerned, shall be
submitted.
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