IRB POST-APPROVAL REVIEW CHECKLIST
IRB#:____________
PI:   _________________________________________

Date:______________

Project title:  __________________________________________________________________​​​​​​​​​​​​​​​​​​​​​​​______________
	Approval and Record Keeping
	Yes
	No
	NA
NA
	Comments

	The project has current IRB approval.
	
	
	
	

	All IRB related records (approval letters, protocol form, consent forms, recruitment material, correspondence, etc.) are retained in an accessible location for study personnel. 
	
	
	
	

	Have all study staff completed training - including study specific information, human subjects training, etc? Is there documentation?
	
	
	
	

	If there were any changes to the approved project/forms since the last continuing review was an amendment submitted to the IRB?
	
	
	
	

	Has the study been audited by a funding agency or another IRB? If so, is there documentation? Have any corrective actions been completed?
	
	
	
	

	Consents
	Yes
	No
	NA
NA
	Comments

	Clarify enrollment numbers. Are the enrollment numbers less than or equal to the number approved by the IRB?
	
	
	
	

	Verify consent process (to match IRB approved). Verify that subject receives signed copy of consent during process.
	
	
	
	

	Verify signed and dated consent form on file for every subject enrolled in the study using approved version (or randomly selected sample).
	
	
	
	

	Recruitment/Payments
	Yes
	No
	NA
	Comments

	Verify that subjects were recruited according to the methods approved by the IRB.
	
	
	
	

	Verify eligibility and ineligibility requirements as listed and approved by the IRB were met.
	
	
	
	

	If subjects received any compensation is there documentation? If applicable, are SSNs stored securely?
	
	
	
	


	Research Protocol
	Yes
	No
	NA
NA
	Comments

	Verify research conducted comply with the protocol and procedures as approved by the IRB. View equipment, devices, data collection location (if possible).
	
	
	
	

	Are all study personnel listed in the protocol form? If not name are position types (i.e. research assistant, graduate student, etc.) listed and training completed?
	
	
	
	

	Verify all data collection instruments used were those approved by the IRB.
	
	
	
	

	Data Storage and Confidentiality
	Yes
	No
	NA
NA
	Comments

	Are data stored on paper (consent forms and data forms) in a secure, locked location (as approved by the IRB)? Is access limited to approved personnel?
	
	
	
	

	Are electronic data stored on a secure and protected computer/server (as approved by the IRB)? Is access limited to approved personnel?
	
	
	
	

	Are coding and/or deidentifying procedures being followed as described in the approved protocol form?
	
	
	
	

	                        Continuing Review
	Yes
	No
	NA
NA
	Comments

	Have there been any lapses in IRB approval? If yes, was any research activity done during the lapse reported?
	
	
	
	

	Have there been any withdrawals, adverse events (AE), unanticipated problems, or complaints while conducting this research?   If yes, have all details been reported to the IRB? 
	
	
	
	

	Have there been any new findings to change the risk benefit ratio?
	
	
	
	

	                        Closure
	Yes
	No
	NA
NA
	Comments

	Are study activities limited to performing data analysis only on anonymous or de-identified data? If so, can the study be closed?
	
	
	
	


Any additional reviewer notes:

	                        IRB Office File Review
	Yes
	No
	NA
NA
	Comments

	Are all approved documents/forms uploaded to the study homepage in IRBManager?
	
	
	
	

	Was the correct review category (expedited categories 1-7 or more than minimal risk) selected? Is the review determination correctly documented in IRBManager? The most recent approval letter?
	
	
	
	

	Are reviewer checklists completed? Does the study meet the approval criteria? Does the consent form include the required elements?
	
	
	
	

	If informed consent or documentation of informed consent was waived, is appropriately documented and justified?
	
	
	
	

	If the study includes the use of PHI, is appropriate documentation provided? Is the appropriate language included in the consent form or is a waiver of authorization included? Is appropriate language in the approval letter? 
	
	
	
	

	Was level 2 or 3 confidentiality for payments requested? If so, was it documented in the approval letter? Study home page?
	
	
	
	

	Is all correspondence in the study file in IRBManager?
	
	
	
	

	Was the study documented in the IRB minutes?
	
	
	
	


Any additional reviewer notes:


