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	The purpose of this checklist is to capture information regarding data reviews, registries, and specimen collection and retention, and to ensure that procedures are being followed as outlined in the IRB-approved protocol.

Instructions: Please complete the section(s) of the checklist that apply to your study below. You may print and handwrite answers, or you can complete this form electronically. The study file/research record (where you keep all the documents related to your study) should be centralized and can be maintained within an electronic format (saved pdfs and word/excel documents) or within a binder (printed paper copies stored in a three-ring binder). If your answers to the questions are "no" please provide a brief description in the comments area of each section. Additionally, if "n/a" is indicated and you feel that further explanation is needed, please address them in the comments area found in each section. You do not have to include documentation with the completed checklist unless requested.

Please email irbcompliance@northwestern.edu if you have any questions.

	Data Review, Registries, or Specimen Collection

	

	Principal Investigator
	     

	STU Number
	     

	Name of Person Completing Checklist
	     

	Date Checklist Completed
	     

	1   Data Review: Please indicate whether the procedures below are followed (elaborate if the response is "no"). If the research does not involve data review, please mark N/A here and move to the next section ☐

	☐ Yes	☐ No	☐ N/A
	1. Data are collected in a manner consistent with the current IRB approved protocol.

	☐ Yes	☐ No	☐ N/A
	2. Data from NMHC were obtained with appropriate approval from the Northwestern University Enterprise Data Warehouse (EDW). 

	☐ Yes	☐ No	☐ N/A
	3. An exception from EDW was obtained to access NMHC data directly from EPIC.

	☐ N/A
	4. If EDW was not utilized, an exception was not granted, or NMHC data were not used, indicate the data source(s) and by what authority the data were extracted:      

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

	☐ Yes	☐ No	☐ N/A
	6. The protocol details that identifiable data will be destroyed at the earliest opportunity. If identifiable data are not destroyed, please explain:      

	☐ Yes	☐ No	☐ N/A
	7. If data are collected from other sources such as media, interviews, literature, educational records, etc., the protocol details the data collection methods and sources.

	☐ Yes	☐ No	☐ N/A
	8. The protocol details a data retention plan and provisions to protect privacy and data confidentiality.

	Section 1
Additional Comments

	     


	2   Registries: Please indicate whether the procedures below are followed (elaborate if the response is "no"). If the research does not involve a registry, please mark N/A here and move to the next section ☐

	☐ Yes	☐ No	☐ N/A
	1. Data are collected in a manner consistent with the current IRB approved protocol.

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

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

	Section 2
Additional Comments

	     


	3   Specimen Collection and Retention: Please indicate whether the procedures below are followed (elaborate if the response is "no"). If the research does not involve specimen collection or retention, please mark N/A here and move to the next section ☐

	☐ Yes	☐ No	
	1. Specimens are obtained in a manner consistent with the current IRB approved protocol.

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

	☐ Yes	☐ No	☐ N/A
	3. Specimens are processed according to the current IRB approved protocol.

	☐ Yes	☐ No	☐ N/A
	4. Specimens are retained as stated in the current IRB approved protocol.

	☐ Yes	☐ No	☐ N/A
	5. If minors are involved in ongoing research procedures, mechanisms are in place to obtain consent or re-consent when the participant turns 18 during the research.

	☐ Yes	☐ No	☐ N/A
	6. A record exists to verify the repository's contents are consistent with the current IRB approved protocol.

	☐ Yes	☐ No	☐ N/A
	7. Procedures are in place to destroy specimens if a participant withdraws consent. If specimens are not destroyed when consent is withdrawn, please explain:      

	☐ Yes	☐ No	☐ N/A
	8. Returning of results to participants and/or physicians from research using the stored specimens is described in the current IRB approved protocol and consent form.

	☐ Yes	☐ No	☐ N/A
	9. Specimens will be shared with other researchers or entities. If yes, please describe:      

	☐ Yes	☐ No	☐ N/A
	10. For NIH-supported studies, the researcher has appropriately adhered to the NIH Genomic Data Sharing (GDS) Policy.

	Section 3
Additional Comments
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