Study Closeout Checklist
	Principal Investigator:
	

	Study Title:
	

	Study ID:
	
	Sponsor:
	

	Date of Closure:
	
	Reason for Closing:
	 Study Complete 

 Premature Termination; 

       Reason:


	Activity
	Yes
	No
	N/A
	Comments

	Subject Records

	ICD on file for all subjects
	
	
	
	

	All case reports are complete
	
	
	
	

	All subjects are off study
	
	
	
	

	End of study forms completed
	
	
	
	

	All drugs returned by subjects
	
	
	
	

	PI understands requirements for reporting AEs for subjects who have completed study
	
	
	
	

	Outstanding AEs completed
	
	
	
	

	Follow-up of AEs completed
	
	
	
	

	Progress notes/RSINs in CPRS indicate participation has ended
	
	
	
	

	Closure letter sent to subjects
	
	
	
	

	Referral for continued follow up arranged
	
	
	
	

	Data Management

	Forms entered into database
	
	
	
	

	Outstanding queries resolved
	
	
	
	

	Data entry complete
	
	
	
	

	Database cleaned and locked for analysis
	
	
	
	

	Data analysis complete
	
	
	
	

	Pharmacy

	Drugs returned to sponsor / destroyed
	
	
	
	

	Drug accountability records reconciled
	
	
	
	

	Records store post monitor visit
	
	
	
	

	Laboratory

	Analysis complete
	
	
	
	

	Results sent to data management staff
	
	
	
	

	Pending specimens shipped
	
	
	
	

	Stored specimens managed as per protocol
	
	
	
	

	Borrowed equipment returned
	
	
	
	

	IRB / R&D / Other Approving Committees

	IRB/R&D/other approving committees notified
	
	
	
	

	All interim/on-going communication continues until IRB/R&D/others acknowledge study closure
	
	
	
	

	All regulatory documents up to date and on file
	
	
	
	

	Final reports submitted to IRB/R&D/others
	
	
	
	

	Additional information requested by IRB/R&D/others completed
	
	
	
	

	Changes to Financial Disclosure/Conflict of Interest reported
	
	
	
	

	Record Archiving

	Review for completeness all essential documents (administrative and regulatory)
	
	
	
	

	Keep documents accessible until study monitor / RCO visit
	
	
	
	

	Close out after monitor / RCO visit
	
	
	
	

	Resolve and monitor findings / queries
	
	
	
	

	Prepare documents for long term storage
	
	
	
	

	Prepare inventory of all documents
	
	
	
	

	Store documents per VA regulations / VAWNYHS SOPs
	
	
	
	

	*Note, this is only a guide, please add or subtract activities according to each specific study.
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