PROJECT SELF-AUDIT FOR HUMAN SUBJECTS DOCUMENTATION


	PROJECT INFORMATION

	Title:
	

	PI:
	

	Project Manager:
	

	Number of study sites:
	

	PROJECT MAINTENANCE CHECKLIST

	Hard-copy human subjects files complete for each site (see Site File Front Sheet for list of contents)
	YES
	N/A

	
	
	

	 CONSENT FORMS

	     Signed & on file for each subject
	
	

	     Witnessed
	
	

	     All using approved/stamped version
	
	

	     Maintained in secure/locked location
	
	

	DATA SECURITY

	     Crosswalk files and others containing subject

     identifiers maintained in secure location on 

     server and/or in password protected files
	
	

	     No subject identifiers on desktop or laptop

     computers
	
	

	     Hard-copy documents containing subject 

     identifiers or PHI are maintained in locked

     file cabinets
	
	


