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	STUDY REPORT DETAILS

	Protocol #:
     
	Sponsor Representative(s) present:

     


	Site:

     
	Site Staff Involved with this visit:

     



	REPORT REVIEW

	Reported By:       
Date:        
Signature: 

	Reviewed By:       
Date:       
Signature:


	SUMMARY OF ACCOMPLISHMENTS

	


	OVERALL SITE REVIEW

	Do the facilities used by the investigator continue to be acceptable for purposes of the study?
	

	Is the current study protocol being followed?
	

	Have any changes to the protocol been approved by the IRB and/or reported to the sponsor and IRB?
	

	Are accurate, complete, and current source documents being maintained?
	

	Are CRFs accurate, complete, and being completed in a timely manner?
	

	Is the investigator staff performing duties as delegated?
	

	Was study drug accountability reviewed?
	


	ISSUES/FOLLOW-UP

	Investigator/Designee to follow-up on these issues:
	Tentative Due Date:

	· 
	

	· 
	

	· 
	

	· 
	

	· 
	

	· 
	

	Investigator/Designee to follow-up on these issues:
	Tentative Due Date:

	· 
	

	
	

	
	

	
	

	
	

	
	

	Resolution of previous issues
	Date Resolved:

	
	

	
	

	
	

	
	

	
	

	
	


	ATTACHMENTS

	· Source Verification/CRF Status

· Informed Consent Log

· Serious Adverse Event Log

· Pre- and post-visit letters

· Monitoring Log

· Study Drug accountability logs




	INFORMED CONSENT LOG

	Subject Number
	Subject Initials
	Date Signed
	Version Signed
	Comments

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	SERIOUS ADVERSE EVENT LOG

	Subject 
	Serious Adverse Event
	Reason Serious
	Onset Date
	Reported to Sponsor
	Reported to IRB
	Comments

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


	SOURCE VERIFICATION/CRF STATUS (Page 1 of  1)

	Subject Number
	
	
	
	
	

	Subject Initials
	
	
	
	
	

	Screening
	
	
	
	
	

	Baseline
	
	
	
	
	

	Cycle 1 – Day 1
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Key:  C = Completed by site; R = Reviewed; SV = Source Verified
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