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	Purpose: The purpose of this checklist is allow Investigators/study teams to conduct a quality improvement self-assessment of their research study specific to information regarding data reviews, registries, and specimen collection and retention. This checklist is supplemental to the Post Approval Monitoring: Human Research Checklist (HRP-430) and should be completed in tandem. This checklist is also indicative of what the Northwestern IRB compliance team would expect to see when performing a compliance conducted review.

Instructions: Please complete the applicable section(s) of this checklist. If your answers to the questions are "no," please provide a brief description in the comments area of each section. If you selected "n/a" and you feel that you want to explain your response, please address it in the comments area found in each section. 	Comment by Kim Rowan: Updated to reflect recent updates to other PAM checklists. Also, should we include “This checklist is supplemental to the Human Research checklist (HRP-430).”?	Comment by Yasmeen Sultana Khan: Maybe re-write it as “This checklist is considered supplemental to the Human Research checklist (HRP-430).”

1) if it is used on the Compliance Workspace, it will be auto generated if the study team checks the box and 2) if study teams are using it on their own, then they should fill out both. Lmk what you think...

eIRB+ does not serve as an electronic version of your study file. The study file/research record (where you keep all the documents related to your study) 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). 

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: The examination, collection, or analysis of data specifically for research. The following are examples of common sources of previously collected data for use in research: data collected in other or prior research studies, medical records, and student education records.

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. N/A ☐

	☐ 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 the date range:
☐ Retrospective review: data already existed at the time the study was submitted for initial IRB approval
Date range of data to be reviewed:       to      
☐ Prospective review: data did not exist at the time the study was submitted for initial IRB approval
☐ Both retrospective and prospective review
Date range of data 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 provisions to protect privacy and data confidentiality.

	Section 1
Additional Comments

	     


	2   Registries: A registry is a collection of information about individuals, usually focused on a specific diagnosis or condition. Many registries collect information about people who have a particular disease or condition. In contrast, others seek participants of varying health status who may be willing to participate in research about a particular disease. For example, a study may:
· create and maintain a new registry as part of the research, 
· contribute to an existing Northwestern/affiliate-maintained and IRB-approved registry, or
· contribute to an existing external registry

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. N/A ☐

	☐ 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: The examination, collection, or analysis of specimens for the purposes of this study. For example: The collected blood specimens from a blood draw will be analyzed for specific biomarkers related to the study objectives and may be stored for future research use.

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 the date range:
☐ Retrospective collection: samples already existed at the time the study was submitted for initial IRB approval
Date range of samples collected:       to      
☐ Prospective collection: samples did not exist at the time the 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 participants who are minors are involved in ongoing research procedures, mechanisms are in place to obtain consent or re-consent when the participant turns 18 while they are still participating in the research.

	☐ Yes	☐ No	☐ N/A
	6. A record exists to verify that 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. The process for returning 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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