Regulatory Documentation Study Site Tracking Sheet

The following documents should be on file for each participating site. The QI Program recommends that each site have a separate file or binder.  These individual site binders should contain, for easy reference the Site Investigator’s name and the name of the coordinator and/or site contact. 

	Required

Documentation/Correspondence
	List the name and site number of participating study site in the columns below. 

Check the appropriate boxes to track compliance with regulatory documentation requirements.

	
	Insert Site
	Insert Site
	Insert Site
	Insert Site

	Initial IRB approval


	
	
	
	

	IRB Assurance #


	
	
	
	

	IRB Membership List


	
	
	
	

	IRB approved Consent form


	
	
	
	

	Investigator Agreement


	
	
	
	

	Protocol signature sheet


	
	
	
	

	Staff signature log/Delegation of responsibility log
	
	
	
	

	FDA Form 1572 or Investigator Agreement, if applicable (insert date)


	
	
	
	

	Principal Investigator CV


	
	
	
	

	Principal Investigator medical license (note expiration date)


	
	
	
	

	Principal Investigator Protection of Human Subjects Certification
	
	
	
	

	Principal Investigator financial disclosure


	
	
	
	

	Co – Investigator(s) CV


	
	
	
	

	Co – Investigator(s) medical license (note expiration dates)
	
	
	
	

	Co – Investigator(s) Protection of Human Subjects Certification
	
	
	
	

	Co – Investigator(s) financial disclosure


	
	
	
	

	Coordinator(s) CV


	
	
	
	

	Coordinator(s) license, if applicable (note expiration dates)
	
	
	
	

	Coordinator(s) Protection of Human Subjects
	
	
	
	

	Coordinator(s) financial disclosure


	
	
	
	

	Lab Directors CV


	
	
	
	

	Normal lab values


	
	
	
	

	CLIA/CAP certificate (note expiration date)


	
	
	
	

	Site Monitoring log


	
	
	
	

	Site Enrollment log


	
	
	
	

	Drug/Device Accountability log, if applicable
	
	
	
	

	Drug/Device Disposition plan


	
	
	
	

	Completed CRFs on file


	
	
	
	

	Investigator’s Brochure / Device Manual / Package Insert
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