Department of Heaith Institutional Review Board
Review of Humanitarian Use Devices
DOHP 400-7.4-05 Page 1 of 3

L. Policy

It is the policy of the Department of Health (DOH) Institutional Review Board (IRB) to
review and approve the use of all Humanitarian Use Devices.

H. Authority

A. Chapter 381.86, Florida Statutes, Institutional Review Board
. Supportive Data

A. FDA 21 CFR 814, 803.30

B. U.S. Food and Drug Administration Device Exemptions Regulation: Questions
and Answers; Final Guidance for Industry, July 12, 2001.

C. U.S. Food and Drug Administration Device Regulations, June 26, 1996.
Iv. Definitions

A. Food and Drug Administration (FDA): The FDA is the federal oversight agency
responsible for protecting the public health by assuring the safety, efficacy, and
security of human and veterinary drugs, biological products, medical devices, our
nation’s food supply, cosmetics, and products that emit radiation. The FDA is
also responsible for advancing the public health by helping to speed innovations
that make medicines and foods more effective, safer, and more affordable; and
helping the public get the accurate, science-based infermation they need to use
medicines and foods to improve their health.

B. 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 Unitequtates per year.

C. Humanitarian Use Device Exemption (HDE). A Federal Drug Administration
(FDA) approval for a physician to use a HUD in clinical treatment or as the
subject of a clinical investigation.

V. Procedures
A. IRB Review of HUD Use

1. In order for a HUD to be used in treatment, diagnosis, or research, the
DOH IRB and the FDA must approve it and a Humanitarian Device
Exemption (HDE) issued.

a. The IRB approval must verify that the use of the HUD, as
proposed, is congruent with current labeling of the device and
does not exceed the scope of the FDA approved indication.
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b. The IRB may impose more stringent restrictions for use of the
HUD as a means of additional protections, as deemed necessary.

2. The initial review of a HUD is to be completed by the full IRB Committee.
The full Committee may make the determination at initial review that
subsequent continuing reviews meet expedited criteria.

3.  The physician utilizing the HUD for treatment, diagnosis or research must
use the HUD only in accordance with the labeling of the device, intended
purpose, and in the designated population for which the FDA approved its
use.

a. Only the holder of the HUD agreement with the FDA must use the
HUD; and

b. Informed consent is required from a patient prior to the use of a
HUD when: '

(1) The HUD is the subject of a clinical investigation; or

(2) The IRB requires use of informed consent.

B. Considerations for Prompt Reporting

1. Whenever the physician or health care provider receives or otherwise
becomes aware of information, from any source, that reasonably
suggests that a HUD has or may have caused or contributed to the death
or serious injury of a patient, the physician or health care provider must
report such findings to the FDA and the IRB as soon as possible, but no
later than 10 working days after the Investigator first learns of the effect
or problem (Se? IRB Policy, * Reporting of Unanticipated Problems and
Adverse Events”). This reporting is in addition to, not a substitute for, FDA
and/or manufacturer reporting requirements in accordance with 21 CFR
803.30.

2. The physician or health care provider shall promptly report any FDA
action(s) regarding the HUD to the IRB.

3. Modifications to the HUD or the clinical use of the HUD are to be
promptly reported to the DOH IRB in accordance with the IRB policy for
amendments.

VI History Notes

This is a new policy. The Office of Statewide Research, Ethics and Human Research
Protections Program are responsible for this policy.
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