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HUMANITARIAN USE DEVICE (HUD) TITLE [Include full title]


INSTRUCTIONS:
Use this form to request the use of a humanitarian use device (HUD) in clinical practice.  A HUD is intended to benefit patients by treating or diagnosing a disease or condition that affects not more than 8,000 individuals annually in the United States.  In order to encourage treatment for these rare conditions, the FDA permits device manufacturers to market a HUD in the absence of clinical investigations demonstrating that it is effective for its intended purpose.  
Although use of a HUD in clinical practice does not constitute research, FDA regulations require that the healthcare provider obtain IRB approval before a HUD is used. The IRB is responsible for both initial and continuing review of its use.  In its initial review, the IRB must determine that the HUD is used in accord with its approved labeling, possesses a satisfactory risk-benefit ratio, and that the informed consent of patients will be secured.  The HUD regulations also require continuing review of its use by the IRB no less frequently than once a year. After IRB approval, the regulations require that the IRB receive any medical device adverse event reports that must be submitted to the FDA in compliance with the reporting requirements of 21 CFR 803.
Local IRB policy and applicable law require the informed consent of patients who will receive a HUD. The informed consent disclosure must indicate that the device is a HUD and that its effectiveness for the labeled indication has not been demonstrated.  It must also contain a discussion of the potential benefits and risks of receiving the device and the availability of alternative treatments.  Use the IRB’s Humanitarian Use Device consent template to prepare the consent form.
If you are requesting or reporting emergency use of a HUD, use the form for emergency use of a medical device.
If you are proposing to use a HUD in a clinical research study, use the full board protocol for clinical research projects.
When you write a Humanitarian Use Device (HUD) request, keep an electronic copy. You will need to modify this copy when making changes.
As you are writing the HUD request, remove all instructions in italics so that they are not contained in the final version of your HUD request.

PRIMARY CLINICIANS(S):
Name(s)
Department(s)
Telephone Number(s)
Email Address(s)
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[bookmark: _Toc210813569]HUD Description and Plan for Use
1.1 Date of Humanitarian Device Exemption (HDE): 
	
     


1.2 Provide a description of the device, including its purpose and how it is used:
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1.3 Explain the labeling indications for the use of the device, including the patient population(s) for which it is approved.
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1.4 Describe the indications for which you intend to use the device.
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1.5 Describe the patient population in which you will use the device, including the age range:
	





1.6 Indicate the number of patients in which you intend to use the device:
	
     



1.7	Describe (in chronological order of occurrence) all screening procedures, HUD use procedures, and all follow-up visits, tests and procedures associated with the use of the device:
	








1.8	Provide the name of each device, the person(s) who will be authorized to administer each device, and explain how each individual is qualified by training and experience to administer each device. Insert additional rows to table, if necessary.

	Name of Device
	Name of Authorized Personnel
	Qualifications Explained
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[bookmark: _Toc210813570]Risks, Benefits, & Alternative Treatments
1.7 Utilizing the following table explain the probability and magnitude all risks associated with the use of the device in the patient population for which it will be used. Insert additional rows in table, if necessary.

	Procedure
	Very Common: occurs > 50 times out of every 100
	Common: occurs 21-50 times out of every 100
	Occasional: occurs 6-20 times out of every 100
	Rare: occurs 1-5 times out of every 100
	Very Rare: occurs less than 1 time out of every 100
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1.8 [bookmark: _GoBack]If some risks noted above require further discussion by personnel using the HUD in order for the IRB to review this research, please discuss those risks here. Otherwise, type “N/A”.
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1.9 Explain the potential benefits for patients associated with use of the device:
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1.10 Clarify what alternative treatments and/or procedures are available for the patient population in which the HUD will be used.
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[bookmark: _Toc210813571][bookmark: _Toc150240698]Informed Consent

1.11 Describe the plans for securing informed consent of the patient, the Legally Authorized Representative (LAR), and/or Parent/Legal Guardian and indicate the circumstances under which consent will be sought.
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[bookmark: _Toc210813572]HUD Costs
1.12 Indicate the costs of the device for which the patient and/or his/her insurance is responsible.
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[bookmark: _Toc210813573]FDA Audit

5.1	Has the Primary Physician been audited by the FDA within the last 3 years?

|_| Yes                               |_| No

5.2	If yes, provide the study title, IRB #, date of audit, outcome(s) of the audit, and indicate whether the Primary Physician received a FDA Form 483.
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[bookmark: _Toc210813574]Additional Information
1.13 The following additional documents must be included with this form:
6.1.1	The dated letter from the FDA to the device company with the approval order for the Humanitarian Device Exemption.
6.1.2	A copy of the FDA-approved product labeling.
6.1.3	An informed consent document prepared according to the UTHS ComC IRB Humanitarian Use Device Consent Form Template.
6.1.4	The patient information packet that my accompany the HUD.

1.14 The following text box is provided in the event that you need to share additional information with the IRB.
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