	[bookmark: _Hlk173216690][image: ]
	
HRP-323
 9/01/2025 | Approver: B. Alberola

	

	




PI WORKSHEET: Humanitarian Use Device (HUD)

The purpose of this worksheet is to provide support for the convened IRB when evaluating an initial application to use a Humanitarian Use Device (HUD), and for Designated Reviewers when evaluating a continuing review submission. For more information, visit: Humanitarian Use Devices.

Answer all questions succinctly using non-technical language as much as possible. 	
· If a question is not applicable to the research, state “N/A”. 
· If a question is not answered, EQUIP does not know if the question was overlooked. This will result in unnecessary “back and forth” for clarification. 

Attach this protocol to the “Basic Study Information” section of the ZOT IRB application. Other supplemental documentation (i.e. consent, recruitment, other) can be attached in “Local Site Documents”. 

1. SUBMISSION INFORMATION 
 
	1.1 Basic Information 
	 Submission Details 

	1.1.1 IRB Number: 
	​​ Click or tap here to enter text. 

	1.1.2 Short Title: 
	​​ Click or tap here to enter text. 



2. HUD INFORMATION 

2.1 HUD Use: (Check if “Yes”. All must be checked.)
☐ The FDA has issued an approved Humanitarian Device Exemption (HDE) for this device. Attach supporting documentation.
☐ The HUD is not being used to evaluate its safety and effectiveness. (If the HUD is being used to evaluate its safety and effectiveness HRP-314 - WORKSHEET - Criteria for Approval applies.)

2.2 Research Use: Is there an intention of doing research?
☐ Yes. The use of the HUD is outside the indications in the Humanitarian Device Exemption (HDE). An Investigational Device Exemption (IDE) will be obtained from the Food and Drug Administration (FDA). Complete Section 5. Data and Safety Monitoring. 
☐ No. The use of the HUD is within the indications of the HDE.

2.3 Proposed Use: 
2.3.1 Describe the proposed use of this device (on label or off label use) including the screening procedures and HUD procedures. Do not include patient identifiable data. Do not include protective health information (PHI).
2.3.2 Describe any follow-up visits, tests, or procedures.

	Click or tap here to enter text.



2.4 Safety and Benefits: Attach the HUD brochure and provide a summary of safety and benefits. This includes:
2.4.1 Generic and trade name of device; 
2.4.2 FDA HDE number;
2.4.3 Date of HUD designation;
2.4.4 Indications for use of the device;
2.4.5 Description of the device;
2.4.6 Contradictions, warning, and precautions for use of the device;
2.4.7 Adverse effects of the device on health;
2.4.8 Alternative procedures;
2.4.9 Marketing history;
2.4.10 Summary of studies using the device.

	Click or tap here to enter text.


2.5 Number of Participants: Use the table below to provide the estimate of the desired number of individuals who will complete the treatment. Insert separate rows for each category/group.

	Category/group
	Age Range
	Max number of individuals to be consented, include including withdrawals and screen failures
	Expected/targeted number of individuals needed to complete the study

	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.


2.6 Patient Cost: If the patient will pay for the HUD treatment, provide specific details.

	Click or tap here to enter text.


3. CRITERIA FOR APPROVAL OF HUD (Check if “yes”. All must be checked.)

☐ Risks to patients are minimized by using procedures, which do not unnecessarily expose patients to risk.

	Provide specific findings justifying this determination. Click or tap here to enter text.



☐ Risks to patients are reasonable in relation to the proposed use of the device.

	Provide specific findings justifying this determination. Click or tap here to enter text.



☐ There are adequate provisions to protect the privacy of patients.

	Provide specific findings justifying this determination. Click or tap here to enter text.



☐ There are adequate provisions to maintain the confidentiality of patient data.

	Provide specific findings justifying this determination. Click or tap here to enter text.



☐ The proposed use of the HUD is within the scope of the indication approved in the HDE. Attach supporting documentation of the approved indication. 
☐ The institution has approved the use of the HUD as a clinical service.

4. CONSENT PROCESS (Check if “Yes”. All must be checked.)

☐ The HUD labeling 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.
☐ Although not required, per standard practice at UCI, written consent will be sought from the patient or their Legally Authorized Representative (LAR). 
☐ Informed consent will be documented using HRP-499 – CONSENT – Humanitarian Use Device. Attach the consent form. 
☐ Patients or their LAR will be informed of the patient labeling provided by the manufacturer.
☐ Patients or their LAR will be given sufficient opportunity to consider whether or not to receive/use the HUD; or when HUD is used in emergent situations, patients or their LAR will be given information about the HUD after its use/receipt. 

	Provide specific findings justifying this determination. Click or tap here to enter text.



☐ HIPAA Research Authorization is not required unless the IRB has access to PHI (unusual).
☐ The California Bill of Rights is not required.
☐ Information regarding the HUD will be communicated in language understandable to the patient. 
☐ The English version of the consent materials will be translated for non-English speaking participants or their LAR once IRB approval is granted. 

5. DATA SAFETY MONITORING

5.1 Data Safety Monitoring Plan: UCI IRB requires that all clinical investigations involving greater than minimal risk to subjects develop a data and safety monitoring plan to assure the safety and welfare of the research subject/patient.
5.1.1 Provide details of those individuals who will be responsible for the safety oversight of the protocol, including the relevant experience/expertise of everyone (for UCI PI-initiated studies conducted only at UCI, provide the names and titles as well).
5.1.2 List who will be locally monitoring and collecting information on adverse events and/or unanticipated problems (e.g., UCI PI, Research Coordinator, etc.). Include the name, title and experience of the individual(s) and further describe each individual’s role in the oversight of participant participating in the protocol.
5.1.3 Specify how frequently accumulated protocol information will be reviewed and evaluated for participant safety, protocol conduct and progress, and, when appropriate, efficacy.
5.1.4 Describe the events that would trigger an unscheduled review. Include stopping rules, rules for withdrawing participants, and un-blinding rules as appropriate.
5.1.5 Describe the plan for annual reporting of the participants’ safety, and the protocol's conduct, progress, and efficacy, when appropriate.

	Click or tap here to enter text.


5.2 Data Safety Monitoring Board (DSMB): For clinical protocols involving a test article, it is common to have an independent Data Safety Monitoring Board (DSMB). Specify whether the following requisite documentation is available and attach to ZOT IRB.
☐ Not applicable, this study does not have an independent DSMB 
☐ Signed DSMB recommendation forms available
☐ The finalized DSMB charter available 
☐ The finalized DSMB charter will be submitted before enrollment begins

6. [IRB STAFF TO CONFIRM] GENERAL CONSIDERATIONS (Check all that apply.)

☐ The convened IRB (or Designated Reviewer) has adequate expertise to review this HUD application. (If “No”, obtain consultation.)
☐ Materials are complete. (If “No,” the HUD application cannot be approved.)
☐ For Initial Review: Should there be any limitations on the use of the HUD? (e.g., Limitations based on one or more measures of disease progression, prior to use and failure of any alternative treatment modalities, reporting requirements to the IRB or IRB chair, or appropriate follow-up precautions and evaluations.)
☐ For Continuing Review and Modifications: Is there information that needs to be provided to current patients because it may affect their willingness to receive/use the HUD?
☐ For Continuing Review: If the Committee agrees, the renewal may be reviewed by a Non-Committee as Expedited Category 9.
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