Essential Documents Directory

For: 
____________________________________________________________

Study Title 

____________________________________________________________

IRB Number 
____________________________________________________________
Investigator 

____________________________________________________________
Study Site 

____________________________________________________________

Sponsor

This binder serves as a repository and directory for all study documents and records in the Essential Documents Directory (EDD) for this clinical trial. Should the need arise; contents of the EDD can be expanded to other binders or folders in any manner that maintains orderly organization of the file and assures ready access to all documents. 

Complete the following at end of study: 
I have reviewed the Essential Documents Directory (EDD) and found it to be complete and accurate.
____________________________________________ 

_________________________________ 

Investigator Signature 


                                    Date

THIS DIRECTORY IS TO BE UPDATED THROUGHOUT THE TRIAL AND MUST BE COMPLETE AND ACCURATE WHEN ARCHIVED AT THE CLOSE OF THE TRIAL.
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