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Guidance: Humanitarian Use Device (HUD)

The HUD program was established in 1990 with passage of the Safe Medical Devices Act.  It creates an alternative pathway for getting market approval for medical devices that may help people with rare diseases or conditions.  

When the clinical use of the HUD with a Humanitarian Device Exemption (HDE) is within the Food and Drug Administration (FDA) approved labeling, the use is not research nor a clinical investigation. An Investigational Device Exemption (IDE) does not apply. FDA regulations require that the HUD be used at a facility overseen by an IRB. Further, IRB Committee review and approval of the HUD is required, prior to use. 

DEFINITIONS

What is a HUD?
A HUD is 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. 

What is an HDE?
The FDA may grant an HDE, which is an exemption from the effectiveness requirements of sections 514 and 515 of the FD&C Act, if the device meets all of the following criteria: 
1. The device will not expose patients to an unreasonable or significant risk of illness or injury, and the probable benefit to health from use of the device outweighs the risk of injury or illness from its use while taking into account the probable risks and benefits of currently available devices or alternative forms of treatment;

2. The device would not be available to a person with the disease or condition in question without the HDE, and no comparable device, other than another device approved under an HDE or Investigational Device Exemption (IDE), is available to treat or diagnose such disease or condition; and

3. The device is designed to treat or diagnose a disease or condition that affects not more than 8,000 individuals in the United States on an annual basis.

LEVEL OF REVIEW
The HUD may be used off label via Emergency Use (as applicable) or through a Compassionate Use device request (IDE applies). For the latter, prospective IRB Committee review and approval is required.
For continuing review, IRBs may use the expedited review procedures (21 CFR 56.110)(no category applies). When applicable, review of the use of a HUD and review of the investigational use of a HUD in a clinical investigation may be done simultaneously
IRB REVIEW CONSIDERATIONS

FDA recommends that the IRB or appropriate local committee follow the review criteria in 21 CFR 56.111 (criteria for the IRB approval of research) and elsewhere in part 56, where applicable. For example, the IRB or appropriate local committee should review the risks to patients that are found in the HDE-approved product labeling, ensure the risks are minimized, and evaluate whether the risks are reasonable in relation to the proposed use of the device at the facility.  

The FDA also recommends that the IRB or appropriate local committee review the following materials, as applicable, during initial review of a request to use a HUD: 
· A copy of the HDE approval order; 
· A description of the device; 
· The product labeling; 
· The patient information packet that may accompany the HUD; 
· A sample consent form for the use of the HUD in clinical care, if required by the IRB or appropriate local committee or by facility policy; and 
· A summary of how the physician proposes to use the device, including a description of any screening procedures, the HUD procedure, and any patient follow-up visits, tests or procedures. 

Does the HUD need to go through UCI ancillary committee review (e.g., Radiation Safety Committee)?
No.  Although IRB approval is required for use, the use of the HUD is not considered research (as long as the use of the HUD is within its approved labeling).  

Do the regulatory subparts apply (e.g., Subpart B, C, D of 45 CFR 46)?
Similarly, no.  Although IRB approval is required for use, the use of the HUD is not considered research (as long as the use of the HUD is within its approved labeling).  

Should an IRB be concerned if there is a HUD that is approved under an HDE for one indication, while being studied or marketed for another indication that was not approved under an HDE? 
No. A HUD may be used in accordance with its approved indication(s) for use while being studied under an IDE for a different indication. Additionally, the device can be approved or cleared for another indication without impacting the HDE. 

May an HDE apply to both adults and a pediatric population?
Yes. HUDs marketed under an HDE may be indicated and labeled for pediatric use only or for use in both pediatric and adult patients. Devices that are intended to treat both a pediatric population and an adult population may be included in a single HDE application, but the indications for use should specify use in pediatric patients, or pediatric subpopulation(s), as well as use in adults.


PRINCIPAL INVESTIGATOR RESPONSIBILITIES

HDE regulations do not require informed consent.  Neither the FD&C Act nor FDA regulations require informed consent from patients who are treated or diagnosed with an HDE-approved HUD in the course of their clinical care. An IRB or appropriate local committee may, however, choose to require that patients receive certain information about the HUD when the committee approves use of the HUD for clinical care at a facility. 

If a committee requires that patients receive a written document prior to use of the HUD in clinical care, the document should include much of the information found in the HDE patient labeling. At UCI, we have developed a HUD consent template to be used in such cases. The use of a consent is generally required. 

The labeling for a HUD approved under an HDE, including any labeling provided to patients, must be truthful and non-misleading. The device labeling must also include the following statement clarifying that effectiveness has not been demonstrated: “Humanitarian Device. Authorized by Federal law for use in the [treatment or diagnosis] of [specify disease or condition]. The effectiveness of this device for this use has not been demonstrated.” Additional labeling requirements appear under 21 CFR 814.20(b)(10).
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As noted above.
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