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Checklist: Investigator Self-Assessment of Study Files
Overview & Instructions
· Researchers are encouraged to use this checklist routinely to self-assess for audit-readiness.
· This checklist may also be requested by the Department of Human Research (DHR) as part of the post-approval monitoring program or as part of an audit. 
· If issues are identified, please complete and submit an Incident, Adverse Event, or Reportable New Information form. If you are unsure, please contact us at IRBReview@northeastern.edu. 
· Not all sections of the checklist may apply to your study.  
Protocol Information
	Principal Investigator
	

	Protocol Title
	

	IRB #
	

	Initial IRB Approval Date
	

	IRB expiration date, if applicable
	

	Enrollment goal (per IRB-approved protocol)
	

	Number of participants enrolled to date
	



Assessment information
	Person completing this checklist
	

	Date of assessment
	



Regulatory files
IRB & Other Regulatory Communication
	
	N/A
	Yes
	No
	Notes/Comments

	The study files include copies of all IRB correspondence:

	Initial approval packet
	☐	☐	☐	

	Approval packet for each approved modification
	☐	☐	☐	

	Approval packet for each approved renewal
	☐	☐	☐	

	Review letter for each incident report
	☐	☐	☐	

	Additional correspondence letters: stipulations for approval, deferral, suspension.
	☐	☐	☐	

	The study files include copies of all current and former IRB-approved versions of study materials. (Protocols and consent forms should always be included in an approval packet. Other materials may not be included in packets, but the approved version dates should be documented.)
	☐	☐	☐	

	The study files include all correspondence from the sponsor, funder, and/or regulatory agency (e.g. FDA), as applicable.
	☐	☐	☐	

	IRB approval was obtained before any human-subjects-research activities began.
	☐	☐	☐	

	All modifications were approved by the IRB before any part of the modification was implemented.
	☐	☐	☐	

	For studies requiring renewal, approval has always been renewed before the expiration date.
	☐	☐	☐	

	If approval ever lapsed (expiration date passed before the renewal was approved), research activities were halted during the lapse.
	☐	☐	☐	

	There is a process in place to capture and document all adverse events (as defined in IRB guidance or the IRB-approved protocol).
	☐	☐	☐	

	All incidents and reportable information were reported to the IRB.
	☐	☐	☐	

	As applicable, all incidents, adverse events, and reportable information were reported to the sponsor, funding agency, and/or regulatory agency (e.g. FDA).
	☐	☐	☐	

	If the study uses a Data & Safety Monitoring Board or other independent monitor, the monitoring reports have been submitted to the IRB in a timely manner.
	☐	☐	☐	

	If a Corrective and Preventative Action Plan (CAPA) was put into place following an incident, the CAPA has been followed.
	☐	☐	☐	



Research Team
	
	N/A
	Yes
	No
	Notes/Comments

	All personnel working on the research project are included on the current Protocol Application form (PI and student researcher only) or Research Team form.
	☐	☐	☐	

	The current Research Team form has been submitted to the DHR.
	☐	☐	☐	

	For each research team member, a current human subject research training certificate is on file. Certificates should be from CITI Program with all of the following elements:
· Expiration Date: a date in the future
· Course Learner Group: “Human Subjects Research” 
· Under requirements set by: “Northeastern University” 
Non-NU-affiliated community collaborators may replace this with a “CIRTification” certificate completed within the past 3 years
	☐	☐	☐	

	If additional training is required (by other NU departments, by the funder, etc.), current certificates are on file.
	☐	☐	☐	

	Study procedures and tasks have been clearly delegated to trained and qualified personnel. Personnel are only conducting the activities delegated to them.
	☐	☐	☐	

	All study-related Conflicts of Interest have been reported to the IRB (and funder or regulatory agency if required). 
	☐	☐	☐	

	Any Conflict of Interest Mitigation and Avoidance Plans are being followed.
	☐	☐	☐	



Protocol Adherence
	
	N/A
	Yes
	No
	Notes/Comments

	All study procedures are being conducted according to the current IRB-approved protocol.
	☐	☐	☐	

	All recruitment processes are being carried out as described in the IRB-approved protocol form.
	☐	☐	☐	

	All consent/enrollment processes are being carried out as described in the IRB-approved protocol form.
	☐	☐	☐	

	All recruitment materials and language you are using have been approved by the IRB.
	☐	☐	☐	

	All participant-facing materials you are using have been approved by the IRB.
	☐	☐	☐	



Privacy and Confidentiality
	
	N/A
	Yes
	No
	Notes/Comments

	The study collects only the information and identifiers described in the IRB-approved materials.
	☐	☐	☐	

	Any identifying information about non-participants (e.g. screen failures, people who chose not to enroll) has been destroyed.
	☐	☐	☐	

	If the study uses a coding system with a master list (i.e. key), this master list is being stored separately from the study data in accordance with the IRB-approved protocol.
	☐	☐	☐	

	Hard drives, paper consent forms, paper data collection instruments, and other physical materials are stored in a secure, locked location in accordance with the IRB-approved protocol.
	☐	☐	☐	

	Electronic data files are stored securely in accordance with the IRB-approved protocol.
	☐	☐	☐	

	Access to study files (electronic and physical) is limited to the appropriate research team members.
	☐	☐	☐	

	Identifiable information is destroyed on the timeline described in the IRB-approved protocol.
	☐	☐	☐	



Participant Records
If there are a large number of enrolled participants, it may be appropriate to review only a sample of records.
	Number of participant records reviewed:
	



Screening, Enrollment, and Withdrawal – For each participant:
	
	N/A
	Yes
	No
	Notes/Comments

	Eligibility is documented as described in the protocol. 
	☐	☐	☐	

	Eligibility was confirmed prior to any study procedures, as described in the protocol.
	☐	☐	☐	

	Participant withdrawals (including those withdrawn by the investigator) and dropouts are documented.
	☐	☐	☐	



Informed Consent – For each participant:
	
	N/A
	Yes
	No
	Notes/Comments

	The consent process (as described in the IRB-approved protocol) was completed before any study activities were conducted (with the exception of screening/recruiting if described in the IRB-approved protocol, and with the exception of any activities covered by a waiver of informed consent)
	☐	☐	☐	

	A signed copy of the consent form is on file, including signature, date, and printed name from the participant (or guardian/legally-authorized representative if permitted per the IRB-approved protocol) and from the researcher who conducted the consent process.
	☐	☐	☐	

	If there are optional elements on the consent form, the participant’s decision for each element is marked.
	☐	☐	☐	

	The researcher who signed the consent form was trained, qualified, and delegated to conduct the consent process.
	☐	☐	☐	

	The most recent, stamped consent form was used. (Stamped consent forms are included in your approval packet.) 
	☐	☐	☐	

	All pages of the consent form are included.
	☐	☐	☐	

	The participant was given a copy of the consent form to keep.
	☐	☐	☐	

	The assent process (for minors or for adults unable to consent) was conducted as described in the IRB-approved protocol.
	☐	☐	☐	

	Assent is documented in accordance with IRB approval.
	☐	☐	☐	

	If participants re-consented to a modification, all of the above is true for the re-consent process.
	☐	☐	☐	

	If participants were notified of a modification without re-consent, the notification is documented.
	☐	☐	☐	



Data and Procedures – For each participant:
	
	N/A
	Yes
	No
	Notes/Comments

	Data on the participant is complete and accurate.
	☐	☐	☐	

	If source data was corrected, the original entry is still accessible and legible.
	☐	☐	☐	

	Compensation and/or reimbursement was dispensed as per the IRB-approved protocol (amount, method, and timing)
	☐	☐	☐	



Findings:
Self-Assessment summary:
	☐	Satisfactory 

	☐	Findings – may require reporting to IRB, changes to protocol, Corrective And Preventative Action, etc.



Summarize all “No” responses or other issues identified:
	



Corrective action measures:
	



If you identified any issues, please complete and submit an Incident, Adverse Event, or Reportable New Information form. If you are unsure, please contact us at IRBReview@northeastern.edu.


Appendix: FDA-regulated Device studies
FDA Pathway:
	
	Notes/Comments

	☐ This study is not an investigation of a medical device[footnoteRef:2] to determine the safety or effectiveness of the device, and results are not intended to be submitted to FDA. This appendix is not applicable. [2:  Medical devices may include software as well as physical objects. Per 21 U.S.C. 321(h), a device may be considered a medical device if it’s intended for use in diagnosis, cure, mitigation, treatment, or prevention of a disease or condition, and/or if it’s intended to affect the structure or function of the body.] 

	

	☐ Exempt from IDE regulations. This appendix is not applicable.
	

	☐ Non-Significant Risk / Abbreviated IDE granted by IRB
	

	☐ Significant Risk / Full IDE granted by FDA
	Enter the IDE number: Click or tap here to enter text.



FDA - General IDE Requirements (Abbreviated or Full): 
	
	N/A
	Yes
	No
	Notes/Comments

	The study files include copies of all versions of the device manual or instructions for use.
	☐	☐	☐	

	The device or device packaging is labeled per 21 CFR 812.5.
	☐	☐	☐	

	The investigator does not market or promote the device as described in §812.7.
	☐	☐	☐	



FDA – Abbreviated IDE Requirements – Skip if study has a Full IDE 
	
	N/A
	Yes
	No
	Notes/Comments

	The study files include the sponsor’s (or sponsor-investigator’s) explanation of why the device is not a Significant Risk device.
	☐	☐	☐	

	The study files include records of each subject's case history (e.g. case report forms, supporting medical records).
	☐	☐	☐	

	The investigator has submitted to the sponsor and the IRB a report of any unanticipated adverse device effects (as soon as possible, but no later than 10 working days after the investigator first learned of the effect).
	☐	☐	☐	

	The investigator has reported to the sponsor (within 5 working days) any withdrawal of IRB approval.
	☐	☐	☐	

	If the investigator used a device without obtaining informed consent, the investigator reported such use to the sponsor and the reviewing IRB (within 5 working days after the use occurs).
	☐	☐	☐	

	For investigator-initiated research without an external regulatory sponsor, the following records are retained by the investigator-sponsor:

	The name and address of each site’s Principal Investigator
	☐	☐	☐	

	A statement of the extent to which the good manufacturing practice regulation in 21 CFR 820 will be followed in manufacturing the device
	☐	☐	☐	

	Records concerning adverse device effects (whether anticipated or unanticipated) and complaints
	☐	☐	☐	

	Any other information required by the FDA
	☐	☐	☐	

	For investigator-initiated research without an external regulatory sponsor, the following have been reported to the FDA and IRB by the investigator-sponsor:

	Evaluation of any unanticipated adverse device effects
	☐	☐	☐	

	Withdrawal of IRB approval or FDA approval
	☐	☐	☐	

	Annual progress reports (to IRB only, not FDA)
	☐	☐	☐	

	Recalls and Device Disposition 
	☐	☐	☐	

	Final Report (to IRB only, not FDA)
	☐	☐	☐	

	Any use of a device without obtaining informed consent
	☐	☐	☐	



FDA - Full IDE requirements – Skip if study does not have a Full IDE
	
	N/A
	Yes
	No
	Notes/Comments

	The study files include all required documentation:

	Copies of all IDE application and maintenance submissions and reports 
	☐	☐	☐	

	FDA clinical hold letters 
	☐	☐	☐	

	All current and previous signed versions of the investigator agreement described at 21 CFR 812.43(c)
	☐	☐	☐	

	Copies of correspondence and letters to and from the FDA 
	☐	☐	☐	

	The study did not begin until the IRB and the FDA both approved the study.
	☐	☐	☐	

	If the study was placed on clinical hold, research activities were halted during the hold. 
	☐	☐	☐	

	All protocol versions approved/acknowledged by the FDA are consistent with all protocol versions approved by the IRB.
	☐	☐	☐	

	The investigator monitors and reports on the investigation per the requirements of 21 CFR 812.140(a) and § 812.150(a). 
	☐	☐	☐	

	For investigator-initiated research without an external regulatory sponsor, the sponsor-investigator monitors and reports on the investigation per the requirements of § 812.140(b) and § 812.150(b).
	☐	☐	☐	



Findings:
Self-Assessment summary:
	☐	Satisfactory 

	☐	Findings – may require reporting to IRB, changes to protocol, Corrective And Preventative Action, etc.



Summarize all “No” responses or other issues identified:
	



Corrective action measures:
	


If you identified any issues, please complete and submit an Incident, Adverse Event, or Reportable New Information form. If you are unsure, please contact us at IRBReview@northeastern.edu.
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