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	The purpose of this checklist is to allow investigators to conduct a quality improvement self-assessment of their research study and is indicative of what the Northwestern IRB compliance team would expect to see when performing on-site monitoring of your research study. 

Instructions: Please complete this page for each site that has ceded review to the Northwestern IRB. If the answer is “Yes”, please justify by typing or writing in additional information as needed, or submitting supporting documentation. Please email irbcompliance@northwestern.edu if you have any questions.

	Site File

	External Site
	     

	External Site Principal Investigator
	     

	Northwestern STU Number
	     

	Name of Person Completing Checklist
	     

	Date Checklist Completed
	     

	Study Information

	Site Enrollment Status (select all that apply) 
	☐ No enrollment
☐ Currently enrolling 
☐ Closed to enrollment
☐ Long term follow-up
☐ Data analysis

	Site Enrollment Goal
	     

	Number of Screened Participants at the Site (if applicable)
	     

	Number of (select all that apply):

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

	Number of Withdrawn Participants (if applicable)
	     

	Date of Initial Site Approval by the Northwestern IRB
	     

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

	

	1   Site Status: Please indicate the status of the following items.  If any item is marked “yes” include a comment in the section below or additional supporting documentation.

	☐ Yes	☐ No	☐ N/A
	1. External site participants experienced unexpected harm (that wasn’t previously reported to the Northwestern IRB.)

	☐ Yes	☐ No	☐ N/A
	2. Anticipated adverse events have taken place with greater frequency or severity than expected.

	☐ Yes	☐ No	☐ N/A
	3. There have been unreported unanticipated problems involving risks to subjects or others.

	☐ Yes	☐ No	☐ N/A
	4. There have been complaints about the study.

	☐ Yes	☐ No	☐ N/A
	5. There have been modifications to the study at the local site that have not been submitted or approved by the Northwestern IRB.

	☐ Yes	☐ No	☐ N/A
	6.  All problems that require prompt reporting to the IRB have been submitted.

	Section 1 Comments
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