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Trial Master File Index (CTIMP and High Risk) 


The TMF forms the basis for an inspection to confirm compliance with regulatory requirements (Directive 2005/28/EC Chapter 4, Article 16). The TMF is normally composed of a Sponsor TMF, held by the sponsor organisation (or to whom this function is delegated), and an Investigator TMF, held by the investigator. These files together are regarded as comprising the entire TMF for the trial. In addition there may also be a Pharmacy file (held by the clinical trial pharmacy), R&D file (held by R&D), Laboratory file (in a laboratory providing analysis) and Investigator Site file(s) where there is more than one site. Each file requires an appropriate index.
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