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	Purpose: Researchers should use this checklist as a study startup tool to ensure they are compliant with policies specific to studies under External IRB review prior to the initiation of a study, and to conduct quality assurance self-assessments. 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) reviews of a research study using an External IRB. This checklist is supplemental to the Human Research checklist (HRP-430).
[bookmark: _Int_0xKmsO0r]Instructions: Please 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). Please note, eIRB+/legacy eIRB and the External IRB’s submission system do not serve as electronic versions of your study file.
If your response is “no,” please 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, please clarify in the comments area of the section. You do not have to include documentation with the completed checklist unless requested.
Please email irbcompliance@northwestern.edu if you have any questions.

	External IRB

	Principal Investigator
	     

	Northwestern STU Number
	     

	Name of Person Completing Checklist
	     

	Date Checklist Completed
	     

	External IRB
	     

	Study Information

	Date of External IRB Initial Approval of Local Study Site
	     

	Date of Northwestern IRB Acknowledgement
	     

	

	1   IRB Documentation on File: Please indicate whether the PI has the following documentation on file.

	☐ Yes	☐ No	☐ N/A
	1. Initial IRB approval letter of the local study site (Northwestern or affiliate) as a participating site from External IRB

	☐ Yes	☐ No	☐ N/A
	2. Initial IRB acknowledgment letter from Northwestern IRB

	☐ Yes	☐ No	☐ N/A
	3. Fully-Executed IRB Authorization Agreement (IAA) (unless the study is covered under an existing Master Agreement)

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

	☐ Yes	☐ No	☐ N/A
	5. All reportable new information reported to the External IRB AND the Northwestern IRB. 
Total number of unique events on file:      

	☐ Yes	☐ No	☐ N/A
	6. External IRB suspension or termination notifications submitted to the Northwestern IRB.

	☐ Yes	☐ No	☐ N/A
	7. The PI is aware of the External IRB’s timeframe for submitting reportable events. (Distinguish between the number of days as either calendar days or US business days.) 
Number of days:      

	☐ Yes	☐ No	☐ N/A
	8. Copies of all applicable External IRB SOPs/Policies/Procedures on file. If not, indicate in the comment section below where they are located for convenient reference.

	Section 1 Comments

	     

	2   Protocol Adherence: Please indicate whether the procedures listed below are followed.   

	☐ Yes	☐ No	
	1. Research was not conducted before initial approval by the External IRB AND acknowledgment by the Northwestern IRB.

	Section 2 Comments

	     

	3   Informed Consent Process: Please indicate whether the following procedures and requirements have been followed with respect to the informed consent process and document(s) at the local study site.

	☐ Yes	☐ No	☐ N/A
	1. All participants were enrolled after initial approval by the External IRB AND acknowledgment by the Northwestern IRB.

	
	2. The informed consent form(s) includes the following required Northwestern IRB Local Context Language: (provide clarifying detail in the comment section below)

	☐ Yes	☐ No	☐ N/A
	a. Conflict of Interest/Conflict of Commitment Statement

	☐ Yes	☐ No	☐ N/A
	b. Costs associated with participation

	☐ Yes	☐ No	☐ N/A
	c. Participant payment/reimbursement methods, restrictions, and tax information. 

	☐ Yes	☐ No	☐ N/A
	d. Financial responsibility for research-related injury

	☐ Yes	☐ No	☐ N/A
	e. HIPAA Authorization

	Section 3 Comments
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