
Treatment Protocol for the Clinical Use of [device name] under a Humanitarian Device Exemption
Principle Physician: 
COMIRB #: 

Version Date: 
Purpose

This treatment protocol is written to allow the clinical use of a Humanitarian Use Device (HUD), [name of device] at [hospital or health system]. The manufacturer of the device is [name]. The device is approved by the FDA under a Humanitarian Device Exemption (HDE).
This protocol is not for research.
The device [will/will not] be used for off-label indications or populations.
HDE/HUD - General Information
A HUD is a device that is intended to benefit patients by treating or diagnosing a disease or condition that affects fewer than 8,000 individuals in the United States per year. The FDA published the HDE regulation (21 CFR 814) to provide an incentive for the development of devices. The FDA requires an IRB to review the use of a HUD.
Device Labelling
The [device name] is approved for the following indications:

[list indications]
Patient Selection
We anticipate that approximately n patients per year would meet eligibility for use of the device and would potentially benefit from its use.

[Describe clinical selection criteria]

[If off-label use is requested] Off-label uses of the device will be considered for the following [indications/populations]:

There are no exclusions based on economic status, ethnicity or gender. [If there are exceptions, list any exceptions.]

Consent

Signed informed consent will be obtained from the patient, legal guardian or proxy prior to use of the device using a Patient Advisory Form approved by COMIRB. The device and the treatment plan will be fully explained to the patient. The patient, legal guardian or proxy will have an opportunity to discuss the proposed treatment, including potential benefits and risks of the procedure, with the treating physician before providing informed consent.
[If off-label use of the device is proposed] The Patient Advisory Form will disclose when the device is used off-label.

Clinical treatment plan and follow-up for the HUD
All screening, treatment and follow-up visits, evaluations and tests are performed as part of routine clinical care.

[Describe treatment plan and follow-up.]

[If off-label use of the device is proposed, describe any different or additional treatment or follow-up plans.] 
Risks

Risks for use of this device are as follows:
[If off-label use is considered] Risks of off-label use of the device are as follows:

[Note: if the risks of the proposed off-label use are significantly greater than on-label use, a separate protoocl under an IDE may be necessary.]
Benefits
The device will be recommended when its use is expected to provide an effective, alternative treatment for patients with [condition/diagnosis]. 
Reporting of Serious Adverse Events (SAEs) and Death

The Principal Physician is responsible for submitting an FDA medical device report (MDR) to the IRB and the HDE holder (who will report to the FDA) when they become aware of information reasonably suggesting that a HUD may have caused or contributed to a death or serious injury, or has malfunctioned and would be likely to cause or contribute to a death or serious injury if the malfunction were to recur. This reporting process for SAEs is the same as that used for all approved medical devices. A serious injury means an injury or illness that:
· Is life-threatening;

· Results in permanent impairment of a body function or permanent damage to a body structure; or

· Necessitates medical or surgical intervention to preclude permanent impairment of a body function or permanent damage to a body structure.

HIPAA Compliance
A HUD is an approved medical device and all use under this protocol is clinical care and falls under HIPAA Treatment, Payment and Operations. No research is performed under this protocol and HIPPA authorization for research is not necessary. All patients are provided with the hospital's notice of privacy practices as part of their routine patient registration process.
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