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OBJECTIVE:

This guidance describes the procedure to follow for IRB-HSR approval of a Humanitarian Device Exemption (HDE).

GENERAL DESCRIPTION:

A Humanitarian Use Device (HUD) is a device that is intended to benefit patients in the treatment and diagnosis of diseases or conditions that affect or are manifested in fewer than 4000 individuals in the United States per year. The sponsor must get a HDE designation from the FDA’s Office of Orphan Products Development.  The Federal Food, Drug, and Cosmetic Act and the HDE regulation do not require informed consent because a HDE provides for marketing approval, and so use of the device does not constitute research or an investigation which would normally require informed consent.  The sponsor may provide the patient with patient labeling to assist the patient in making an informed decision about the use of the device.  Even though the device is not considered investigational, IRB review is required. The FDA in their FAQ’s ( see link below) specifies a difference between use of an HUD and investigational use of an HUD.  If used according to labeling, this is not considered an “investigational use” of an HUD and therefore 45CFR46, 21CFR50 do not apply.   The initial review must by done by full board, although continuations may be done by expedited review. 

RESPONSIBILITY:

Execution of SOP: IRB-HSR Staff and Members

Monitoring and Quality Assurance: IRB-HSR Director

PROCEDURE:


Investigator Responsibilities

Administrative Responsibilities

· The protocol is assigned a IRB-HSR# 
· As this is “Use” of an HUD and not “ Investigational Use” of an HUD, 45CFR46, and 21CFR50 do not apply therefore :

· A -protocol, consent form, Investigator’s Agreement and Human Subject Protection Training are NOT required.  
· Waiver of consent is not required under common rule

· Waiver of HIPAA Authorization is covered under Health Care Operations

· There is no reviewer's checklist.  

· The primary reviewer is given the cover letter and the investigator’s brochure, while all other members receive a copy of the cover letter.

· The title in the database and approval forms should start with “HDE”.

· The Five Year Update date should be deleted as it is not required. 

Emergency Use of an HUD

If the use of the HUD meets the Emergency Use criteria- follow those criteria.  See AG 3-11.

Off Label Use of an HUD

If a physician wants to use a HUD outside its approved indication(s), FDA recommends that the physician obtain informed consent from the patient and ensure that reasonable patient protection measures are followed, such as devising schedules to monitor the patient, taking into consideration the patient's specific needs and the limited information available about the risks and benefits of the device.

Investigational Use of an HUD

Per the link below under References:

“An HDE holder may collect safety and effectiveness data in a clinical investigation for the HDE-approved indication(s) without an IDE. As long as the HUD is being studied in accordance with the approved indication(s) described in labeling, the HUD, as such, is legally marketed and can be lawfully shipped without an IDE. See 21 CFR 812.1. IRB approval (21 CFR Part 56) and protection of human subjects (21 CFR Part 50) are still required for these studies because they are FDA-regulated clinical studies.

Clinical investigation of a HUD for a different indication must be conducted in compliance with the IDE regulations at 21 CFR Part 812, in addition to requiring IRB approval (21 CFR Part 56) and protection of human subjects (21 CFR Part 50). If the device is a significant risk device, an FDA-approved IDE is required. See 21 CFR 812.1, 812.20. To date, all HUDs have been significant risk devices requiring FDA-approved IDEs.”

IRB Member Reviewer Responsibilities
Per the link below under References:

“44. How should an IRB evaluate requests for approval of the use of a HUD?
As stated in 21 CFR 814.124(a), an IRB that reviews and approves the use of a HUD must be constituted and act in accordance with the agency’s regulation governing IRBs (21 CFR Part 56), which include initial and continuing review of the use of the device. FDA recommends that an IRB follow the review criteria at 21 CFR 56.111 and elsewhere in Part 56 as much as possible. For example, you should review the risks to patients that are found in the product labeling, ensure the risks are minimized, and evaluate whether the risks are reasonable in relation to the proposed use of the device.

Specifically, FDA recommends reviewing the following materials during initial review of the 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, if required by the IRB; 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. A list of approved HDEs may be found at http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfHDE/HDEInformation.cfm#2.

The approval order, labeling, and patient information may be found by selecting the number of the appropriate HDE. You should have policies and procedures in place for this review and approval, including whether your IRB requires a consent document for the use of the HUD.”

DOCUMENTATION:

Approval is documented on an IRB-HSR Approval Form. 

REFERENCES:

21CFR814

Humanitarian Device Exemptions (HDE) Regulation: Questions and Answers; Final Guidance for Industry (issued July 12, 2001)  
