



INVESTIGATOR SELF-ASSESSMENT CHECKLIST
FOR REGULATORY DOCUMENTATION

Instructions: This form is for researchers to use to conduct self-assessments of their IRB approved projects to ensure they are being conducted in compliance with the approved procedures and IRB regulations and policies. The UNMC ORA encourages researchers to conduct self-assessments at least annually. The ORA may also request that self-assessments be conducted and reported to the UNMC ORA. Please keep copies of completed assessments with your IRB related records. If needed, use additional pages for comments.

	IRB number:
	     
	Project title:
	     



	Principal Investigator (PI)
	     
	Lead Coordinator
	     
	Assessment completed by:
	|_| PI      |_| LC
	Date Conducted:
	     



	1.     Approval and Record Keeping
	HRPP Policy
	Yes
	No
	N/A
	Comments

	Are all IRB related records being retained in an accessible location? All records must be kept for at least 7 years after closure of the project. Examples: approval letters, signed applications, approved consent forms, correspondence, protocol, etc.
	HRPP Policy 1.17
	 |_|
	 |_|
	 |_|
	     

	Is the most recent list of personnel still accurate?
	
	 |_|
	 |_|
	
	     

	If no, will you submit a Request for Change?
	
	 |_|
	 |_|
	
	     

	Did the PI or any personnel declare a financial interest in the research? 
	HRPP Policy 1.25
	 |_| 
	 |_| 
	  
	     

	If yes, list PI or personnel who declared a financial interest in the research
	
	
	
	
	     

	Are there any changes in the financial interest of investigators or other key personnel?
	
	 |_|
	 |_|
	 
	     

	Has the funding source changed for the research? 
	
	 |_|
	 |_|
	 
	     

	If yes, does the application accurately reflect the changed funding source?
	
	 |_|
	 |_|
	 
	     

	Did all personnel complete CITI supplemental modules (as applicable) if the research involves children, pregnant women/fetus, students, international research, prisoners, etc., prior to subjects being enrolled?
	
	 |_|
	 |_|
	 |_|
	     

	Are all project team member CITI training certificates on file? 
	
	 |_|
	 |_|
	 |_|
	     

	Is this study listed on ClinicalTrials.gov? NCT#      
	
	 |_|
	 |_|
	 |_|
	     

	If yes, is the PI responsible for maintaining ClinicalTrials.gov? 
	
	 |_|
	 |_|
	 |_|
	     

	If not, who is responsible:      
	
	
	
	
	         

	Has the ClinicalTrials.gov posting been verified within the last year?
	
	 |_|
	 |_|
	 |_|
	          

	If the study is closed to recruitment, was a copy of an IRB approved consent form uploaded to ClinicalTrials.gov after the study was closed to recruitment or within 60 days after the last study visit by any subject as required at 45 CFR 46.116(h)?
	
	 |_|
	 |_|
	 |_|
	         

	2.     Subject Recruitment and Screening
	HRPP Policy
	Yes
	No
	N/A
	Comments

	Were subjects identified and recruited according to the procedures approved by the IRB?
	
	 |_|
	 |_|
	 |_|
	        

	Was advertising and/or recruitment materials used approved by the IRB prior to use?
	
	 |_|
	 |_|
	 |_|
	        

	Was consent obtained before conducting screening procedures?
	
	 |_|
	 |_|
	 |_|
	        

	Did all subjects meet eligibility criteria as outlined in the approved IRB application?
	
	 |_|
	 |_|
	 |_|
	             

	If no, was a deviation request submitted to the IRB prior to enrollment?
	
	 |_|
	 |_|
	 |_|
	        

	How many subjects have been consented to date? 
	
	
	
	
	             

	Is the number of subjects consented greater than the number of subjects in the approved application?
	
	 |_|
	 |_|
	 
	            

	3.     Informed Consent Process and Documentation
	HRPP Policy
	Yes
	No
	N/A
	Comments

	Did the IRB approve a waiver of the requirement for informed consent?
	
	 |_|
	 |_|
	 |_|
	        

	Did the IRB approve a waiver of the requirement for “signed” informed consent?
	
	 |_|
	 |_|
	 |_|
	        

	Was the most recent IRB approved version of the consent(s)/assent(s) used to enroll subjects?
	
	 |_|
	 |_|
	 |_|
	        

	If consent was obtained remotely, were remote consent procedures followed as described in HRPP Policy 5.3?
	HRPP Policy 5.3
	 |_|
	 |_|
	 |_|
	        

	Were any consent forms not approved used to consent participants?
	
	 |_|
	 |_|
	 |_|
	        

	Did an appropriately trained project team member obtain consent from all subjects and are they listed in the application as authorized to obtain consent?
	
	 |_|
	 |_|
	 |_|
	        

	Are original signed and dated consent forms maintained on file for all enrolled subjects?
	
	 |_|
	 |_|
	 |_|
	        

	Did the person obtaining consent sign and date each consent form?
	
	 |_|
	 |_|
	 |_|
	        

	Do the subject and person obtaining consent dates match?
	
	 |_|
	 |_|
	 |_|
	        

	If changes were made to the consent form, were the changes submitted and approved by the IRB prior to use?
	
	 |_|
	 |_|
	 |_|
	        

	Did every subject receive a signed copy of the consent form?
	
	 |_|
	 |_|
	 |_|
	             

	Were any subjects consented with a short form consent? 
	
	 |_|
	 |_|
	 |_|
	        

	Was the short form request IRB approved prior to consenting and were short form procedures followed as outlined in HRPP Policy 5.5?
	HRPP Policy 5.5
	 |_|
	 |_|
	 |_|
	        

	Is the process of informed consent documented in the medical or subject study record as outlined in HRPP Policy 5.1? 
	HRPP Policy 5.1
	 |_|
	 |_|
	 |_|
	        

	Is a copy of the signed informed consent uploaded to the subject’s medical record as outlined in HRPP Policy 5.1?
	HRPP Policy 5.1
	
	
	
	

	Did any subjects have a Legal Authorized Representative (LAR) consent on their behalf?
	
	 |_|
	 |_|
	 |_|
	        

	If yes, how were subjects assessed to determine their capacity to consent?
	
	 |_|
	 |_|
	 |_|
	        

	Does this research include enrollment of minors?
	
	 |_|
	 |_|
	 |_|
	        

	If yes, did all minors aged 7 and above provide assent and was parental consent obtained?
	
	 |_|
	 |_|
	 |_|
	        

	[bookmark: RANGE!A46]Is the documentation of the process of assent recorded in the research or medical record for all minor subjects?
	
	 |_|
	 |_|
	 |_|
	        

	If the IRB required two parent signatures, did both parents sign the consent form?
	
	 |_|
	 |_|
	 |_|
	            

	Did any child subjects reach the age of majority during the conduct of the research?
	
	 |_|
	 |_|
	 |_|
	        

	If yes, were they reconsented as an adult?
	
	 |_|
	 |_|
	 |_|
	            

	4. Research Protocol
	HRPP Policy
	Yes
	No
	N/A
	Comments

	Was the research conducted consistent with the description and procedures as approved by the IRB?
	
	 |_|
	 |_|
	 |_|
	        

	Were the data collection tools (e.g., surveys, interview questions, etc.) used approved by the IRB, prior to use?
	
	 |_|
	 |_|
	 |_|
	        

	For each subject, was consent obtained prior to any research procedures?
	
	 |_|
	 |_|
	 |_|
	        

	If changes were made to the protocol, were the changes submitted and approved by the IRB prior to implementation? (i.e., protocol amendments, etc.)
	
	 |_|
	 |_|
	 |_|
	        

	Have all reportable events been addressed as required by the UNMC IRB?
	
	 |_|
	 |_|
	 |_|
	             

	Has the researcher become aware of new information that changes the risk benefit ratio of this project?
	
	 |_|
	 |_|
	 |_|
	        

	5. Privacy, Data Storage, and Confidentiality
	HRPP Policy
	Yes
	No
	N/A
	Comments

	Were privacy standards and procedures implemented as approved by the IRB?
	
	 |_|
	 |_|
	 |_|
	             

	Are signed consent forms and coded project data stored separately? 
	
	 |_|
	 |_|
	 |_|
	        

	Provide Storage location(s):       
	
	
	
	
	

	Are signed consent forms secured as approved by the IRB? 
	
	 |_|
	 |_|
	 |_|
	        

	Provide storage location(s):       
	
	
	
	
	

	Is project data secured as approved by the IRB?
	
	 |_|
	 |_|
	 |_|
	        

	Is access to computers, electronic files, and physical files limited to appropriate project personnel?
	
	 |_|
	 |_|
	 |_|
	        

	6. Adverse Events, Unanticipated Problems, Protocol Deviations, Non-compliance
	HRPP Policy
	Yes
	No
	N/A
	Comments

	Have there been any adverse events, unanticipated problems, or complaints while conducting this research? 
	HRPP Policy 8.1
	 |_|
	 |_|
	 |_|
	        

	If yes, have all details been reported to the IRB? 
	
	 |_|
	 |_|
	 |_|
	        

	Did each subject complete all study procedures as outlined in the approved IRB application?
	
	 |_|
	 |_|
	 |_|
	        

	If no, was a single subject deviation request submitted and approved by the IRB prior to the deviation?
	
	 |_|
	 |_|
	 |_|
	        

	Have all non-compliance been reported to the IRB?
	
	 |_|
	 |_|
	 |_|
	        

	7. Continuing Review (if applicable)
	HRPP Policy
	Yes
	No
	N/A
	Comments

	Has IRB approval for this project ever expired? 
	
	 |_|
	 |_|
	 |_|
	             

	If yes, was all research stopped while IRB approval was expired?
	
	 |_|
	 |_|
	 |_|
	            

	If research was not stopped, was a request submitted and approved to continue currently enrolled subjects on treatment?
	
	 |_|
	 |_|
	 |_|
	           

	8. Sharing Documentation (Select all that apply)
	HRPP Policy
	Yes
	No
	N/A
	Comments

	Upon completion of the Investigator Checklist, please make arrangements for remote viewing of the signed consent forms, documentation of the process of consent, enrollment logs, eligibility checklists, etc. Please select any or all options below for sharing documentation with the ORA for review.

	Signed consent copies are sent to medical records to be scanned into the subject’s electronic medical record (EMR/epic), per institutional policy.
	
	 |_|
	 |_|
	 
	        

	We will provide un-redacted copies of the signed consent forms to the ORA for review. 
	
	 |_|
	 |_|
	 
	        

	This study utilizes the electronic medical record (EMR) in EPIC to assign the subject to a specific study protocol.
	
	 |_|
	 |_|
	 
	        

	This study utilizes the electronic medical record (EMR) in EPIC to document the informed consent process with a progress note, research encounter, or other type of documentation.
	
	 |_|
	 |_|
	 
	        

	If not, we will provide appropriate documentation of the informed consent process to ORA for review.
	
	 |_|
	 |_|
	 
	        

	Subject Enrollment logs will be provided to the ORA for review.
	
	 |_|
	 |_|
	 
	        

	Subject Eligibility checklists (if applicable) will be provided to the ORA for review.
	
	 |_|
	 |_|
	 
	        

	Other provided documentation: 
	
	
	
	
	        

	We will provide documentation to the ORA. {ORA does not have independent access to files through CTMS, OnCore, BOX, REDCap, or other programs where the study records are maintained. All materials will be provided to the ORA in a format that is directly accessible for review (i.e., Adobe PDF)
	
	 |_|
	 |_|
	 
	        

	SharePoint (via a secure link)
	
	 |_|
	 |_|
	 
	        

	Microsoft Teams
	
	 |_|
	 |_|
	 
	        

	Email 
	
	 |_|
	 |_|
	 
	        

	RSS
	
	 |_|
	 |_|
	 
	             

	Other: Explain 
	
	 |_|
	 |_|
	 
	        



	I certify that all information provided in this document is accurate and that the IRB has been informed of any necessary issues.

	     
	     

	Principal Investigator Signature
	Date
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