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	Purpose: The purpose of this checklist is to allow Investigators/study teams to conduct a quality improvement self-assessment of their research study specific to information for treatment plans involving a humanitarian use device (HUD). 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 for-cause (directed review) or a compliance conducted review.
· Humanitarian Use Device (HUD): a medical device intended to benefit patients in the treatment or diagnosis of a disease or condition that affects or is manifested in not more than 8,000 individuals in the United States per year (Section 3052 of the 21st Century Cures Act (Pub. L. No. 114-255)).
· Humanitarian Device Exemption (HDE): a marketing application for an HUD (Section 520(m) of the Federal Food, Drug, and Cosmetic Act (FD&C Act)). An HDE is exempt from the effectiveness requirements of Sections 514 and 515 of the FD&C Act and is subject to certain profit and use restrictions.
Instructions: Please complete the applicable section(s) of this checklist. If your response is "no," provide a brief explanation in the comments area of the corresponding section(s). If you select "n/a" and feel that further explanation is needed, clarify in the comments area of the corresponding section(s). 
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). 
Please email irbcompliance@northwestern.edu if you have any questions.

	Humanitarian Use Device (HUD)

	

	Principal Investigator/Physician
	     

	STU Number
	     

	Name of Person Completing Checklist
	     

	Date Checklist Completed
	     

	Total Number of Participants Implanted/Treated with Device
	     

	1   Regulatory Documentation: Please indicate whether the Physician has the following documentation on file and whether the procedures below are followed. 

	☐ Yes	☐ No	☐ N/A
	1. A copy of the HUD designation letter received from the FDA Office of Orphan Products Development (OOPD) is on file, as well as any relevant communication related to the request.

	☐ Yes	☐ No	☐ N/A
	2. A copy of the HDE approval order received from the FDA Center for Biologics Evaluation and Research (CBER) or Center for Devices and Radiological Health (CDRH) is on file, as well as any relevant communication related to the request.

	☐ Yes	☐ No	☐ N/A
	3. The device is properly labeled per FDA guidelines and requirements (21 CFR 814.20, 814.104, 814.82), including HUD labeling that states that the device is a humanitarian use device and that, although the device is authorized by Federal Law, the effectiveness of the device for the specific indication has not been demonstrated.

	☐ Yes	☐ No	☐ N/A
	4. All up-to-date device-related documentation (i.e., device manual, patient information sheet, user manual, etc.) has been submitted to and reviewed by the IRB prior to device use and is on file.

	☐ Yes	☐ No	☐ N/A
	5. The IRB-approved protocol adequately describes the patient consent process.

	☐ Yes	☐ No	☐ N/A
	6. If the device has been used for Emergency or Compassionate Use, a Reportable New Information (RNI) submission was submitted to the IRB for each use. RNI Number(s):      

	☐ Yes	☐ No	☐ N/A
	7. A record exists that logs the use of each device with a patient ID.

	☐ Yes	☐ No	☐ N/A
	8. A device accountability log is updated and maintained.

	☐ Yes	☐ No	☐ N/A
	9. The HDE-holder maintains records in accordance with the HDE approval order and 21 CFR 814.126. HDE-holder:      

	☐ Yes	☐ No	☐ N/A
	10. All adverse events, whether expected or not, have been reported to the FDA and IRB in accordance with Medical Device Reporting requirements in 21 CFR Part 803.

	Section 1
Additional Comments

	     


	2   Patient Informed Consent: Please indicate whether the procedures below are followed.

	☐ Yes	☐ No	☐ N/A
	1. Patients are notified that an HUD is being utilized.

	☐ Yes	☐ No	☐ N/A
	2. Information regarding the HUD is communicated in language understandable to the patient and without using solely technical/medical terms.

	☐ Yes	☐ No	☐ N/A
	3. Patients are given sufficient opportunity to consider whether to receive/use the HUD.

	☐ Yes	☐ No	☐ N/A
	4. For emergency use situations, patients are given information about the HUD after its receipt/use.

	☐ Yes	☐ No	☐ N/A
	5. If consent is required, patients are consented using the current IRB-approved version of the consent form.

	☐ Yes	☐ No	☐ N/A
	6. If consent is not required, patients receive the current IRB-approved version of the patient information document(s).

	☐ Yes	☐ No	☐ N/A
	7. Patients are provided with the patient labeling from the device manufacturer. 

	Section 2
Additional Comments
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