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Investigator Assessment Checklist for Regulatory Documentation
Instructions:  Investigators and other study personnel are encouraged to periodically complete this assessment checklist and maintain copies on file.
Name of person performing assessment________________________ Date _________________

1. GENERAL REGULATORY DOCUMENTATION
	  
	YES
	NO
	N/A

	1.1
	Is the IRB approved application (original and all revisions) on file?
	
	
	

	1.2
	Is the initial IRB approval letter on file?
	
	
	

	1.3
	Is the current detailed protocol on file as well as all previous versions of the detailed protocol?
	
	
	

	1.4
	Is the current NIH grant application on file?
	
	
	

	1.5
	Have all protocol amendments been submitted to the IRB? 
	
	
	

	1.6
	Are there IRB approval letters on file for each submitted protocol amendment?
	
	
	

	1.7
	Is all correspondence (e.g. emails, letters ) to and from the IRB on file?
	
	
	

	1.8
	Is the most recent list of key personnel still accurate?
	
	
	

	1.9
	Is there the required disclosure of financial interest form on file for all research personnel listed in Section I of the IRB Application?
	
	
	

	1.10
	Have there been any changes in the financial situation of any of the research personnel that would require updating the financial disclosure form?
	
	
	

	1.11
	Are signed and dated consent forms maintained on file for all enrolled subjects?   
	
	
	

	1.12
	Does each consent form have the signature of the subject and the signature of the authorized person obtaining consent?  If the signature of a witness is required, is it present?
	
	
	

	1.13
	Is the process of consent documented in the record of all subjects involved in greater than minimal risk studies?
	
	
	

	1.14
	Are all reports of unanticipated problems involving risk to the subject or others maintained on file and sent to the IRB?
	
	
	

	1.15
	Are all reports of complaints from subjects maintained on file and sent to the IRB?
	
	
	


	ADDITIONAL DOCUMENTATION FOR BIOMEDICAL RESEARCH
	YES
	NO
	N/A

	2.1
	Are all versions of the Investigator Brochure or Device Manual on file?
	
	
	

	2.2
	Is there a signed FDA 1572 (IND study) or Investigator Agreement (device study) on file?
	
	
	

	2.3
	Is there a signed FDA 1571 (PI is IND sponsor) on file?
	
	
	

	2.4
	Is there a package insert/product information on file?
	
	
	

	2.5
	Is a copy of the FDA required Clinical Investigator Financial Disclosure form on file for each investigator (IND, device or biologic studies only)
	
	
	

	2.6
	Are copies of all internal adverse event reports maintained on file?
	
	
	

	2.7
	Are copies of all IND safety reports from the sponsor maintained on file?
	
	
	

	2.8
	Are copies of all unanticipated adverse device effect reports from sponsors maintained on file?
	
	
	

	2.9
	Are copies of all DSMB reports maintained on file?
	
	
	

	2.10
	Is all correspondence from the sponsor which pertains to human subject protection maintained on file?
	
	
	

	2.11
	Are copies of all external audits (e.g., sponsor, CRO, cooperative group, and FDA) maintained on file?
	
	
	


Comments______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Name of person performing assessment_______________________
Date________________
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