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	Purpose: Under the 2018 Common Rule §46.109(f), the IRB’s continuing review of research is not required in certain circumstances. This means some non-exempt studies may be approved or renewed by the IRB with no expiration date. For those studies, researchers should use this checklist as a tool to complete an internal review of their study status in place of submitting a Continuing Review to the IRB. It is recommended that the Principal Investigator (PI) conduct this internal review annually or every 2 to 3 years.
This checklist is also indicative of what the Northwestern University IRB compliance team would expect to see when performing for-cause (directed review) and not-for-cause (post-approval monitoring) status reviews of non-exempt research studies without an expiration date.
Instructions: Complete the section(s) of this checklist that apply to your study. The study file (where you keep all the documents related to your study) should be centralized and can be maintained in an electronic format (e.g., saved PDFs and Word/Excel documents) or in a binder (e.g., printed paper copies stored in a three-ring binder). Note that the eIRB+ system is the IRB’s record-keeping system, not the PI’s. It does not serve as an electronic version of your study file.
If your response is “no,” provide a brief explanation in the comments area of the corresponding section(s). Additionally, if you select “n/a” and feel that further clarification is needed, clarify in the comments area of the section. You do not have to include documentation with the completed checklist unless requested.
Email irbcompliance@northwestern.edu if you have any questions.

	Studies Without an Expiration Date 

	Principal Investigator
	     

	STU Number
	     

	Research Study Title
	     

	Sponsor / Funding Agency (if any)
	     

	Name of Person Completing Checklist
	     

	Date Checklist Completed
	     

	

	1   Study Status: Provide the current study status. For data review/specimen analysis studies, each data record/specimen analyzed is equivalent to an enrolled human participant. Complete participant enrollment questions using this definition.

	Study enrollment status:  
(select all that apply)
	☐ Will not be initiated 
☐ No enrollment or data abstraction yet
☐ Currently enrolling subjects or abstracting data
☐ Closed to enrollment or data abstraction complete 
☐ Long-term follow-up
☐ Identifiable data analysis (access to private identifiable information and links to identifiers is still required)
☐ De-identified data analysis* (data is in aggregate; no identifiers or links to identifiers are required)
☐ All research completed

*Data are de-identified when direct or indirect identifiers or codes linking data to the individual subject’s identity are stripped and destroyed. 

	Brief summary of current study status (For example: study is currently closed to enrollment and undergoing data analysis – anticipate study closure within 1 year)
	     

	2   Document Retention: Indicate whether the investigation is compliant with the applicable items below.

	☐ Yes	☐ No	☐ N/A
	1. The method and location of document/data storage are consistent with the IRB-approved protocol.

	☐ Yes	☐ No	☐ N/A
	2. Sponsored research: Records are retained until the sponsor authorizes the destruction of the records.

	☐ Yes	☐ No	☐ N/A
	3. All studies: The PI retains their Human Participant Research records (including but not limited to IRB-approved versions of protocols, other study instruments such as surveys, questionnaires, recruitment materials, data sets and analyses of data, etc.) in accordance with the policies outlined in the Investigator Manual (HRP-103), the IRB Office’s Research Document Retention Requirements for Principal Investigators (HRP-1914), and the Retention of University Records: Appendix A - Records Retention Schedule.

	☐ Yes	☐ No	☐ N/A
	4. If HIPAA applies (there is a HIPAA authorization, or the IRB approved a waiver of HIPAA authorization for the study): The PI retains their Human Participant Research records (including signed and dated consent and authorization documents, documentation of verbal authorization, and/or record of IRB determination of a waiver of HIPAA) in accordance with the policies outlined in the IRB Office’s Research Document Retention Requirements for Principal Investigators (HRP-1914), and Retention of University Records: Appendix A - Records Retention Schedule, for at least 6 years after completion of the research.

	☐ Yes	☐ No	☐ N/A
	5. Federally funded, supported, or regulated studies: The PI retains all research records following the provisions outlined in the applicable regulations. Select “Yes” if the study falls under the purview of the National Institutes of Health, Food and Drug Administration, Department of Defense, Department of Justice, Department of Energy, or any other federal agency or department that is not listed. 
Specify the department or agency:      

	Section 2 
Additional Comments
	     

	3   Study Closure: Respond to statements 1-4 below to determine whether the study is ready for closure with the IRB. For additional guidance, reference Northwestern University IRB Guidance on Study Closure (HRP-1901).


	☐ Yes	☐ No	☐ N/A
	1. All research participants have completed all study-related interventions and procedures, including any follow-up (no further contact with participants needed for reasons related to research).

	☐ Yes	☐ No	☐ N/A
	2. The research team has obtained all private identifiable data and specimens from all participants (or from data and specimen sources if your study involves secondary analysis of data/specimens).

	☐ Yes	☐ No	☐ N/A
	3. The research team has completed the analysis of all private identifiable data and specimens, as described in the IRB application.

	☐ Yes	☐ No	☐ N/A
	4. All incidents (adverse events, unanticipated problems, etc.) that meet the IRB reporting criteria,   have been reported to the IRB within a Reportable New Information application in compliance with the timelines below. (Review the IRB reporting criteria in the Incident Assessment Tool (HRP-1207). All events that did not meet the IRB reporting criteria have been documented in the study file.
a. Death of a Northwestern University/Northwestern University Affiliated participant, or a participant at a site that has ceded IRB review to the Northwestern University IRB that is unanticipated and related to the research must be reported within 24 hours of knowledge or notification. 
b. Other Reportable New Information pertaining to a Northwestern University/Northwestern University Affiliate, or at a site that has ceded IRB review to the Northwestern University IRB must be reported within 5 business days of knowledge or notification. 

	If you selected “yes” or “n/a” to items 1-4 above:
· The study is ready for closure. See the Continuing Review & Closure Page for directions to submit a continuing review submission in eIRB+ to close out your study.
· Respond to 5-7 below. You are not required to complete the remaining sections of this checklist (STOP at the end of this section).

If you selected “no” to at least one of items 1-4 above:
· The study is not yet ready for closure. You must continue to maintain the study application and documentation as an open study.
· You must complete the remaining sections of this checklist.

	☐ Yes	☐ No	☐ N/A
	5. All Data Safety Monitoring Board (DSMB) reports have been submitted to the IRB.
Total number:      

	☐ Yes	☐ No	☐ N/A
	6. The PI has submitted a Continuing Review submission in eIRB+ to close the study.
If yes, provide the CR#:       

If relying on an external IRB for review, a closure has been submitted to the external IRB, and the PI has submitted the closure documentation via a Modification in eIRB+.
If yes, provide the MOD#:       

Note: This PAM activity will continue and may require follow-on actions even if the PI submits a CR to close the study and the IRB approves the closure in eIRB+ while the PAM is still going. 

	☐ Yes	☐ No	☐ N/A
	7. The PI reviewed their other open studies in the eIRB+, determined whether they met the criteria for closure, and submitted Continuing Review submissions in eIRB+ to close studies that met the criteria for closure.

	Section 3
Additional Comments
	     

	4   Study Funding: Indicate whether the procedure listed below is followed.

	☐ Yes	☐ No	☐ N/A
	1. All sources of funding and other support are current and accurately reported in the study eIRB+ application, protocol, informed consent, and other applicable study documents.

	Section 4
Additional Comments
	     

	5   Study Team Members & Training: Indicate whether the procedures listed below are followed and whether the PI has documentation on file. The eIRB+ system is the IRB’s record-keeping system, not the PI’s. It does not serve as nor does it meet the requirement for serving as documentation of human participants training. Documentation (CITI or other educational certificate that meets Northwestern’s training requirements) must be retained in the study file.

	☐ Yes	☐ No	☐ N/A
	1. The list of study team members in the eIRB+ study application is accurate.

	☐ Yes	☐ No	☐ N/A
	2. Human participants training recorded in eIRB+ for study team members is current.

	☐ Yes	☐ No	☐ N/A
	3. PI has documentation evidencing the PI and staff have continuous valid human participants training (e.g., CITI training certificates), and, if applicable, protocol-specific training in their study file.

	Section 5 
Additional Comments
	     

	6   Protocol Adherence: Indicate whether the procedures listed below are followed. 

	☐ Yes	☐ No	☐ N/A
	1. Modifications made to the study or study team have been submitted to and approved by the IRB before being implemented. 

	☐ Yes	☐ No	☐ N/A
	2. Study procedures are followed as outlined in the current IRB-approved protocol.

	☐ Yes	☐ No	☐ N/A
	3. The number of enrolled participants (or reviewed charts/collected specimens) does not exceed the enrollment goal (i.e., sample size) stated in the IRB-approved protocol.
Enrollment goal or sample size:      

	Section 6 
Additional Comments
	     


	[bookmark: _Hlk130854021]7   Data Review/Specimen Collection: Provide the requested information on data review or specimen collection procedures. 

    If the research does not involve data review or specimen collection, check here and skip this section ☐

	
	1. Indicate the type of data review/specimen collection as well as the date range:
· ☐ Retrospective review: data/samples already existed at the time the study was submitted for initial IRB approval
· Date range of data/samples to be reviewed:       to      
· ☐ Prospective review: data/samples did not exist at the time the study was submitted for initial IRB approval
· ☐ Both retrospective and prospective review
· Date range of data/samples to be reviewed:       to      

	Section 7
Additional Comments
	     


	8   Registries: Provide the requested information on registry procedures. 

     If the research does not involve a registry, check here and skip this section ☐

	☐ Yes	☐ No	☐ N/A
	1. Will research occur within the registry? If yes, provide details:      

	☐ Yes	☐ No	☐ N/A
	2. Has the registry provided data to researchers for use in other protocols? If yes, provide details and associated STU numbers:      

	Section 8
Additional Comments
	     


	9   External IRB: Indicate whether the PI is compliant with the following requirements. Reference HRP-092 – SOP External IRBs for more information.

     If the local study site has not ceded review to an external IRB, check here and skip this section ☐

	Name of External IRB:
	     

	☐ Yes	☐ No	☐ N/A
	1. All modifications and continuing reviews have been submitted to the Northwestern IRB for acknowledgment.

	☐ Yes	☐ No	☐ N/A
	2. All events at the local study site (Northwestern or affiliate) that were deemed reportable to the External IRB have been reported to the External IRB AND the Northwestern IRB in parallel.

	☐ Yes	☐ No	☐ N/A
	3. Research was not conducted before initial approval by the External IRB AND acknowledgment by the Northwestern IRB.

	Section 9
Additional Comments
	     


	10   Sites Relying on Northwestern IRB: Indicate whether the PI is compliant with the following requirements. Reference HRP-093 – SOP  Northwestern University Serving as the IRB of Record for more information. 

     If no external study sites are relying on Northwestern IRB, check here and skip this section ☐

	External Site(s) Relying on Northwestern IRB:
	     

	☐ Yes	☐ No	☐ N/A
	1. Research was not conducted at the relying site(s) before Northwestern University IRB approved for research to start at the site(s), and any other applicable local site approvals were obtained.

	☐ Yes	☐ No	☐ N/A
	2. All modifications to the study at the external site(s) have been submitted or approved by the Northwestern IRB.

	☐ Yes	☐ No	☐ N/A
	3. All problems at the external site(s) that require prompt reporting to the Northwestern IRB have been submitted.

	Section 10
Additional Comments
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