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Purpose
This document describes the responsibilities of Investigators and the IRB in the use of
Humanitarian Use Devices.

Key Terms
Humanitarian Use Device Exemption (HDE): A Food and Drug Administration (FDA)
approval for a physician to use a HUD in clinical treatment or as the subject of a clinical
investigation.
Humanitarian Use Device (HUD): A device that is intended to benefit patients by
treating or diagnosing a disease or condition that affects fewer than 4,000 individuals in
the United States per year.
Note: The term "use" in this document refers to the use of a HUD according to its
approved labeling and indication to treat or diagnose patients. When a HUD is being
used in a clinical investigation (i.e., collection of safety and effectiveness data), the term
"clinical investigation" will be used.

Policy
It is the policy of Mayo Clinic's Office for Human Research Protection - Institutional
Review Board (IRB) - to require that Investigators comply with all applicable regulations
pertaining to humanitarian use devices, and that all uses of humanitarian use devices
be reviewed and approved by the IRB as defined by Federal regulations.
1. Generally, a Humanitarian Use Device (HUD) that has been granted a
Humanitarian Device Exemption (HDE) by the FDA may be administered only if
such use has been approved by the IRB. Once IRB approval is granted, use of
the HUD within the approved indication(s), as well as other clinical uses that are
intended solely to address the specific needs of an individual patient is allowed.
The IRB does not need to be notified of individual clinical uses, including uses
outside the approved indication(s).
2. If, the IRB has not approved the use of the HUD at Mayo Clinic and a physician
in an emergency situation determines that approval from the IRB cannot be
obtained in time to prevent serious harm or death to a patient, a HUD may be
administered without prior approval by the IRB. In such an emergency situation,
the physician will, within 5 days after the use of the device, provide written
notification to the chairman of the IRB of such use. Such written notification shall
include the identification of the patient involved, the date on which the device was
used, and the reason for the use.

Decision Tree

Procedure
Principal Investigator Responsibilities


Complete and submit the HUD application to the IRB and include the following
information:
o The FDA HDE (Humanitarian Device Exemption) number and approval
order
o A description of the device
o The product labeling

o Patient information packet that may accompany the HUD
o 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.


Comply with continuing review requirements at the designated IRB intervals.



Submit reports to the IRB whenever the 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.



Obtain and document clinical informed consent as it would be for similar
clinically-approved devices. (When the use of a HUD is for diagnosis or
treatment, and not associated with research or data collection, HIPAA regulations
for research are not applicable).



Provide patient information packets when available to patients prior to their
receiving the HUD. If no packet is available, the patient should be provided with
the following information:
o An explanation that the HUD is designed to diagnose or treat the disease
or condition described in the HDE labeling and that no comparable device
is available to treat the disease or condition.
o A description of any ancillary procedures associated with the use of the
HUD.
o A description of the use of the HUD.
o All known risks or discomforts.
o Information reflecting the HUD status of the device including a statement
indicating that the effectiveness of the device for this use has not been
demonstrated.
o If the HUD is studied in a clinical investigation, consent must conform to
the requirements found in 21 CFR 50.25.



Once IRB approval has been obtained, the Investigator may use the HUD for its
approved indication(s). Additionally, the Investigator may use the HUD for other
indications, provided that it is intended as a clinical use solely to address the
specific needs of an individual patient. The Investigator does not need to notify or
seek the approval of the IRB for off-label clinical indications, but it is
recommended that a follow-up report be submitted to the HDE holder regarding
the off-label use. In deciding whether to use the HUD for non-approved
indications, the Investigator should be aware that FDA has not made a
determination of safety and probable benefit for those indications, and should
therefore ensure that reasonable patient protection measures are followed. In
appropriate situations, the Investigator may wish to consult with colleagues
and/or the department or divisional Clinical Practice Committee.



If the IRB has not approved the use of the HUD at Mayo Clinic, and a physician
in an emergency situation determines that approval from the IRB cannot be
obtained in time to prevent serious harm or death to a patient, a HUD may be
administered without prior approval by the IRB. Refer to the related process titled
One Time Emergency Use of an Investigational Drug, Agent, Biologic, or Device
for reporting emergency uses of an HUD to the IRB.

IRB Responsibilities


Conduct the initial review of the HUD application at a convened meeting. The
IRB will have among its members (or consultants) the appropriate experience
and expertise to perform a complete and adequate review of the use of the HUD
at that institution.



Determine, based on the information provided by the Investigator, whether the
HUD application represents a clinical investigation of the HUD for the HDEapproved indication. If such a determination is made, the IRB will apply 21 CFR
Part 50 and 56 regulations. (Clinical investigation of an HUD for a different
indication must be conducted in compliance with IDE regulations).



Follow as much as possible the review criteria at 21 CFR 56.111 and elsewhere
in Part 56 when reviewing use of the HUD.



Ensure that health care providers are qualified through training and expertise to
use the device.



The IRB may refer the continuing review of use of the HUD in accordance with its
approved labeling to expedited review procedures.
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