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	Purpose: Researchers may use this checklist as a study startup tool to ensure they are compliant prior to the initiation of a study, and to conduct a quality improvement self-assessment of their research study where Northwestern is the IRB of Record for external site(s). This checklist is also indicative of what the Northwestern IRB compliance team would expect to see when performing a for-cause (directed review) or a compliance conducted review. This checklist is supplemental to the Human Research checklist (HRP-430).  
Instructions: Complete this page for each external site that has ceded review to the Northwestern IRB. If your response is “No”, please briefly explain in the comments section. Additionally, if you select “N/A” and feel that further clarification is needed, please clarify in the comments section. You do not have to include documentation with the completed checklist unless requested. 
eIRB+ does not serve as an electronic version of your project file. The project file (where you keep all the documents related to this project) should be centralized and preferably maintained within an electronic format (e.g., saved PDFs and Word/Excel documents). Alternatively, you may use a physical binder (e.g., printed paper copies stored in a three-ring binder). 

Email irbcompliance@northwestern.edu if you have any questions.

	Site File

	External Site Name
	     

	Study-wide Principal Investigator
	     

	External Site Principal Investigator
	     

	Northwestern STU Number
	     

	Name of Person Completing Checklist
	     

	Date Checklist Completed
	     

	Study Information

	External Site 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. 

	Study-wide Enrollment Goal
	     

	External Site Enrollment Goal
	     

	Number of Screened Participants at the External Site (if applicable)
	     

	Number of at the External Site
(select all that apply and provide the numbers)


	☐Enrolled participants:      
☐Collected specimens:      
☐Data reviewed:      
☐Registrations for registry:      
☐Other (specify):      

	Number of Withdrawn Participants/Records/Specimens at the External Site (if applicable) 
	     

	Date of Initial Approval of the External Site by the Northwestern IRB
	     

	Date First Participant Consented by the External Site (or Date Research Procedures Began for Data Review, etc.)
	     

	

	1   External Site Status: Please indicate the status of the following items at the external site. Review HRP-092 – SOP External IRBs for detailed guidance. 

	☐ Yes	☐ No	☐ N/A
	1. All instances of participant harm at the external site have been reported to the Northwestern IRB.

	☐ Yes	☐ No	☐ N/A
	2. All anticipated adverse events at the external site that occurred at a greater frequency or severity than expected have been reported to the Northwestern IRB.  

	☐ Yes	☐ No	☐ N/A
	3. All unanticipated problems at the external site involving risks to subjects or others have been reported to the Northwestern IRB. 

	☐ Yes	☐ No	☐ N/A
	4. All complaints related to the study at the external site have been documented and resolved, with follow-up actions taken as required, and were reported to Northwestern IRB if they met applicable reporting criteria.

	☐ Yes	☐ No	☐ N/A
	5. All problems that did not meet the Northwestern IRB reporting criteria have been assessed by the PI and documented in the study’s research record. 

	☐ Yes	☐ No	☐ N/A
	6. All modifications to the study at the external site were approved by the Northwestern IRB prior to implementation.  

	☐ Yes	☐ No	☐ N/A
	7. All modifications to the study at the external site that have been approved by the Northwestern IRB have been submitted to or acknowledged by the external site’s IRB. 

	Section 1 Comments
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