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Instructions

This form is designed for Principal Investigators to assess their compliance WCM IRB policies and procedures, federal regulations, and guidance governing research with human subjects. This form may be completed at any time and is designed to be used for one study per form.
· It is required that the Principal Investigator (a) file a copy of this completed form with Human Research Compliance at researchaudit@med.cornell.edu and (b) retain the original copy of this assessment with the research records. It is important to keep the completed form as documentation of on-going oversight of your monitoring of the conduct of the study.
· For any questions answered “No”, please respond with a corresponding Corrective Action Plan.
· Once the Self-Assessment Form has been completed, it is a good idea to share and discuss the findings with your entire study team.  

· To report any protocol deviations or adverse events encountered during this assessment, please follow IRB policies.
· If you require assistance with this form, please contact researchaudit@med.cornell.edu. 
Principal Investigator:  ________________________

IRB Study#: ___________


Date of Assessment: ______________

Study Coordinator: _______________________________________

Protocol Title:  ______________________________________________________________________________________________________________


         ______________________________________________________________________________________________________________
Initial IRB Approval Date: ______________________
# of Subjects Approved for Enrollment: ________________________

Current # of Subjects Enrolled: _______________________________

Name of Person Completing This Document: ______________________________________

	                        Approval and Record Keeping
	Yes
	No
	N/A
NA
	Corrective Actions

	The study has current IRB approval.
	
	
	
	

	All IRB-related records (approval letter, application, signed consent forms, Continuing Review activities & correspondence) have been retained in an accessible location.  
	
	
	
	

	All investigators listed on this protocol have completed the required human subjects’ protection training.
	
	
	
	

	Were there any changes to the approved protocol implemented since the last Continuing Review? 
	
	
	
	

	If yes, was a revision submitted to the IRB prior to implementation?
	
	
	
	

	Consents and HIPAA Authorizations
	Yes
	No
	N/A
NA
	Corrective Actions

	Was the correct IRB-approved and stamped version of the consent(s)/assent(s) used to enroll subjects?
	
	
	
	

	Was the IRB approved and stamped version of the HIPAA Authorization used to enroll subjects?
	
	
	
	

	Were all applicable forms signed and dated by subjects or LAR prior to enrollment?
	
	
	
	

	If using a short form, was the IRB-approved and stamped form used to enroll subjects?
	
	
	
	

	If changes were made to any forms since the last IRB approval, were the changes submitted and approved by the IRB before they were used?
	
	
	
	


	Recruitment
	Yes
	No
	N/A
NA
	Corrective Actions

	Subjects were identified and recruited according to the methods approved by the IRB and hospital policy.
	
	
	
	

	Any advertising or recruitment materials used to recruit subjects were approved by the IRB.
	
	
	
	

	The protocol’s Inclusion/exclusion criteria were adhered to as approved by the IRB. 
	
	
	
	

	Research Protocol
	Yes
	No
	N/A
NA
	Corrective Actions

	The research conducted complies with the protocol’s description and procedures as approved by the IRB.
	
	
	
	

	All data collection instruments used were those approved by the IRB.
	
	
	
	

	Privacy, Data Storage and Confidentiality
	Yes
	No
	N/A
NA
	Corrective Actions

	The subject’s privacy is protected and safeguards are in place as approved by the IRB.
	
	
	
	

	If the protocol indicated data would be collected anonymously, has anonymity been maintained in the physical or electronic records?
	
	
	
	

	Are hard copies (consent forms and data forms) stored in a secure, locked location?
	
	
	
	

	Is electronic data on a secure and password-protected computer?  
	
	
	
	

	Are you aware of the security on your computer and server?
	
	
	
	


	Privacy, Data Storage and Confidentiality - Continued
	Yes
	No
	N/A
NA
	Corrective Actions

	Is access to computer, electronic files, and physical files limited to appropriate study personnel?
	
	
	
	

	Was the research data (raw) stored/disposed of as described and approved by the IRB?
	
	
	
	

	                        Continuing Review
	Yes
	No
	N/A
NA
	Corrective Actions

	Are you aware of when your protocol’s IRB approval expires? 
	
	
	
	

	Have you placed a reminder on your schedule to submit a Continuing Review prior to the expiration?
	
	
	
	

	Have there been any lapses in IRB approval?
	
	
	
	

	If yes, did the study team report any research activity that was performed during the lapse?
	
	
	
	

	Have there been any adverse events (AE) or unanticipated problems involving risk to participants? 
	
	
	
	

	Have there been complaints or subject withdrawals while conducting this research?   If yes, have all details been reported to the IRB?
	
	
	
	

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

	                       Study Closure
	Yes
	No
	N/A
NA
	Corrective Actions

	If your protocol is completed, or you are performing data analysis only on anonymous or de-identified data, can you close the protocol?
	
	
	
	


Subject File Review:  
· Use this section to perform a complete review of at least 2 subjects’ study records.
First Subject:
· Subject ID# and initials: ___________/_______________


· Is there an original copy of the informed consent form (ICF) and HIPAA Authorization on file?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· Was the person who obtained informed consent authorized by the IRB to conduct the research? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 

· Did the subject sign and date the ICF prior to the research procedures?  



 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· Is there documentation of the consent process in the research record?  



 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· If the IRB or sponsor required reconsent of subjects, was this subject appropriately reconsented?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A
· Did the subject meet eligibility criteria?  







 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· Is documentation of eligibility complete and in the record? 





 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· List all ICF/HIPAA Authorization documents, as well as any Revocation documents, signed by this subject (or the subject’s guardian or LAR), including version date, IRB approval period, date and time of subject’s signature. Include assents, if applicable.
· Were the correct versions of the ICF, HIPAA Authorization, and assent, where applicable, used? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· Is each document properly completed with initials/signatures?   




 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If no, explain:

· Is there documentation that the subject received a copy of the ICF?  




 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

Second Subject: 
· Subject ID# and initials: ___________/_______________


· Is there an original copy of the informed consent form (ICF) and HIPAA Authorization on file?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· Was the person who obtained informed consent authorized by the IRB to conduct the research? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 

· Did the subject sign and date the ICF prior to the research procedures?  



 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· Is there documentation of the consent process in the research record?  



 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· If the IRB or sponsor required reconsent of subjects, was this subject appropriately reconsented?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A
· Did the subject meet eligibility criteria?  







 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· Is documentation of eligibility complete and in the record? 





 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· List all ICF/HIPAA Authorization documents, as well as any Revocation documents, signed by this subject (or the subject’s guardian or LAR), including version date, IRB approval period, date and time of subject’s signature. Include assents, if applicable.
· Were the correct versions of the ICF, HIPAA Authorization, and assent, where applicable, used? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· Is each document properly completed with initials/signatures?   




 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If no, explain:

· Is there documentation that the subject received a copy of the ICF?  




 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

Other Comments: Use this section to explain any discrepancy in study conduct.
______________________________________________________________________________________________________________________

______________________________________________________________________________________________________________________

______________________________________________________________________________________________________________________

__________________________________________________________________________________________________________________

_____________________________________________________________________________________________________________________

Corrective Action Plan: Please provide a narrative of how you will remedy any noncompliance issues observed during this Self-Assessment.
______________________________________________________________________________________________________________________

______________________________________________________________________________________________________________________

______________________________________________________________________________________________________________________

______________________________________________________________________________________________________________________

______________________________________________________________________________________________________________________

_____________________________________



_____________________

Signature: Principal Investigator 





Date
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