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Human Subjects Research 
Quality Assessment

	INSTRUCTIONS for INVESTIGATORS:

	1.  This checklist is a tool to be used in evaluating your research; use the tool to assess the status of your research and confirm completeness and accuracy of records.  
2.  Review each section and consider the current procedures of your research study. Not all questions will be applicable to your research. 
3.  You are not required to submit this tool to the IRB. If gaps are identified, submit any necessary forms (i.e. amendment, event report etc.) to the IRB to address the gaps. 
4.  Questions? Contact the IRB Administrators at ResearchCompliance@kent.edu



	Section I – Study Information

	PI Name: Click or tap here to enter text. 

	IRB No.: Click or tap here to enter text.

	Title of Study: Click or tap here to enter text.

	Section II – Study Status & Activity

		
	
	Comments/Actions

	Is the study due for continuing review?
	☐ Yes  ☐ No
	

	Is enrollment continuing?
	☐ Yes  ☐ No
	

	Can the study closure be submitted to the IRB (e.g. enrollment complete, participants have completed all study related procedures and follow-up and data have been de-identified.)
	☐ Yes  ☐ No
	

	
	
	




	Section III – Personnel 

		
	
	Comments/Actions

	Has there been a change in PI or is there an upcoming change in PI to report?
	☐ Yes  ☐ No
	

	Are all personnel currently working on the study listed on the application
	☐ Yes  ☐ No
	

	Are all listed personnel current in their human subjects research training? 
	☐ Yes  ☐ No
	




	

	Section IV – Study Protocol

		
	
	Comments/Actions

	Procedures
	
	

	Have all changes to research procedures or materials been reported to the IRB and approved? 
	☐ Yes  ☐ No
	

	Have there been adverse events, unanticipated problems or deviations from the approved protocol the have not yet been submitted to the IRB? 
	☐ Yes  ☒ No
	

	Consent
	
	

	Was the IRB approved consent process used?
	☐ Yes  ☐ No
	

	Was the IRB approved consent documents and/or script used?
	☐ Yes  ☐ No
	

	Is a signed and data consent form stored for every subject enrolled? 
	☐ Yes  ☐ No
	

	Are consent documents stored in a secure location as described in the application?
	☐ Yes  ☐ No
	

	Were any necessary changes to the consent submitted and approved by the IRB?
	☐ Yes  ☐ No
	

	Population
	
	

	Is the study population described in the application consistent with the population currently being recruited for the study? 
	☐ Yes  ☐ No
	

	Recruitment
	
	

	Were subjects identified and recruited according to the protocol?
	☐ Yes  ☐ No
	

	Were all recruitment materials submitted and approved by the IRB?
	☐ Yes  ☐ No
	

	
	
	




	Section V – Study Records

		
	
	Comments/Actions

	Are identifiers stored securely, separate from data and as specified in the application?
	☐ Yes  ☐ No
	

	Are data stored securely as described in the application?
	☐ Yes  ☐ No
	

	Has access to study data been limited to approved personnel? 
	☐ Yes  ☐ No
	

	If the study is closed, are records stored according to the requirements (retention for a minimum of three years or per University or Sponsor requirements, whichever is most restrictive.)
	☐ Yes  ☐ No
	

	If data are required to be made available via an open access resource, have data been shared? 
	☐ Yes  ☐ No
	

	If the study is required to be registered with ClinicalTrials.gov, has the study been registered? 
	☐ Yes  ☐ No
	

	If the study involved HIPAA regulated information, is PHI stored according to the covered entity’s requirements and as specified in the application?
	☐ Yes  ☐ No
	






	Section VI – Study Specific 



	
	
	Comments/Actions

	Multi-Site
	
	

	Are study activities and records for external study sites relying on the KSU IRB consistent with the protocol?
	☐ Yes  ☐ No
	

	Are all external personnel current on their required training? 
	☐ Yes  ☐ No
	

	HIPAA Regulated Research
	
	

	If the study involved HIPAA regulated information, is PHI stored according to the covered entity’s requirements and as specified in the application?
	☐ Yes  ☐ No
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