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To amend the Federal Food, Drug, and Cosmetic Act to provide for
establishment of a unique device identification system for medical devices.

IN THE HOUSE OF REPRESENTATIVES

JUNE 20, 2007

Ms. HoOLEY (for herself and Mr. DOYLE) introduced the following bill; which
was referred to the Committee on Energy and Commerce

A BILL

To amend the Federal Food, Drug, and Cosmetic Act to
provide for establishment of a unique device identification

system for medical devices.
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Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the “Unique Device Identi-
fication System for Medical Devices Act of 20077,

SEC. 2. UNIQUE DEVICE IDENTIFICATION SYSTEM.
Section 519 of the Federal Food, Drug, and Cosmetic

Act (21 U.S.C. 3601) 1s amended—
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(1) by redesignating subsection (f) as sub-
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section (g); and
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(2) by inserting after subsection (e) the fol-
lowing:
“Unique Device Identification System
“(f) The Secretary shall promulgate regulations es-
tablishing a unique device identification system for med-
ical devices requiring the labeling of devices to bear a

unique identifier.”.
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