Quality Improvement Program (QIP)

for the

Protection of Human Subjects
Review Checklist

	Responsible Investigator:
	

	IRB Protocol Number:
	

	Protocol Title:
	


Step 1:  Review of IRB Records
Important Dates

	Original Approval Date:
	

	Continuing Review Approval 1:
	

	Continuing Review Approval 2:
	

	Continuing Review Approval 3:
	

	Addendum Approvals:
	


Review of IRB File 

	[per 45 CFR 46.115]
	Yes
	No
	N/A
	Comments

	Is there a copy of the complete IRB application?
	
	
	
	

	Is there a copy of the complete funding submission?
	
	
	
	

	Are all consent documents stamped as approved?
	
	
	
	

	Is there a record of all continuing review activities?
	
	
	
	

	Are all adverse event reports present, as can be determined from the file?
	
	
	
	

	Are there copies of all correspondence between the IRB and investigators, including statements of significant new findings, as required by 45 CFR 46.116(b) (5), and as can be determined from the file?
	
	
	
	

	Is the expedited review category documented (see 45 CFR 46.110)?
	
	
	
	

	Is the waiver of informed consent category documented (45 CFR 46.116 or 46.117(c) (2)?
	
	
	
	

	Is the special population category documented?
	
	
	
	

	Was the expedited review action communicated to IRB members (45 CFR 46.110(c)?
	
	
	
	


Review of IRB Minutes [full board review only]
	[per 45 CFR 46.115]
	Yes
	No
	N/A
	Comment

	Is attendance recorded?
	
	
	
	

	Are all votes for, against & abstaining recorded?
	
	
	
	

	Is the basis for requiring changes in or disapproving research recorded?
	
	
	
	

	Is there a written summary of the discussion of controverted issues and their resolution?
	
	
	
	

	Is the waiver of informed consent category documented (45 CFR 46.116 or 46.117(c) (2)?
	
	
	
	

	Is the special population category documented?
	
	
	
	


Step 2:  Review of Investigator Records

Review of Information Requested from the Investigator

	Are the following items provided?
	Yes
	No
	N/A
	Comments

	All executed informed consent documents
	
	
	
	

	A count of the total number of subjects enrolled in the study to date
	
	
	
	

	All data (e.g., files, subject records, questionnaires, surveys, etc.)
	
	
	
	

	The current IRB protocol and any changes to the protocol
	
	
	
	

	All advertising materials in hardcopy (e.g., flyers, internet recruitment postings, electronic or postal mail solicitations, oral scripts, etc.)
	
	
	
	

	All copies of communication between enrolled human subjects and the investigator(s) or research staff
	
	
	
	

	All information regarding subject complaints
	
	
	
	

	All information regarding subjects who prematurely discontinued their participation
	
	
	
	

	Reports of all instances of adverse events [an adverse event is any unanticipated social (e.g., financial, criminal, occupational), psychological (e.g., emotional), or physical problem that occurred as a result of the research]
	
	
	
	

	A list of all faculty, staff, and students involved with the research
	
	
	
	

	Documentation or certification that all faculty, staff, and students involved with the protocol have received appropriate training with regard to the protection of human subjects (as outlined on the signature page of the IRB application)
	
	
	
	


Review of Informed Consent Documents

	
	Yes
	No
	N/A
	Comments

	Is a consent form present in the research record?
	
	
	
	

	Did the subject sign and date properly?
	
	
	
	

	If a minor, is there evidence of assent?
	
	
	
	

	If a minor, did the parent(s) or guardian sign and date properly?
	
	
	
	

	Did the individual obtaining consent sign and date properly?
	
	
	
	

	Did the investigator sign and date properly?
	
	
	
	

	Does the signed consent post-date all approved research procedures?
	
	
	
	

	Is the signed consent form the version that was IRB-approved at the time of the informed consent?
	
	
	
	

	Are the appropriate numbers of pages present?
	
	
	
	


Review of Investigator Data

	
	Yes
	No
	N/A
	Comments

	After a brief review, do the records appear consistent with what was approved and required by the IRB?
	
	
	
	


Review of Subject Discontinuation

	
	Yes
	No
	N/A
	Comments

	Did any subjects discontinue their participation in the study?
	
	
	
	

	If yes, is this properly documented?
	
	
	
	

	Did the investigator remove any subjects from the study? 
	
	
	
	

	If yes, is this properly documented?
	
	
	
	


Review of Adverse Events and Confidentiality

	
	Yes
	No
	N/A
	Comments

	Does the research record reflect that any subjects experienced unexpected complications during the study?
	
	
	
	

	If yes, is this properly documented, including written communication to the IRB?
	
	
	
	

	Was subject confidentiality and privacy maintained in the manner described in the application?
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