Nl n attempting to arrive at
everywhere for information, but in scarcely an

Instance have | been able to obtain hospital records fit
for any purposes of comparison.

| f they could be obtained, ¢
howémoney was being spent, \
was really Dbei ng dtheseimpvovedh I
statistics would tell us more of the relative value of
particular operations and modes of treatment .. and

the truth thus ascertained would enable us to save life
and suffering, and to improve the treatment and
management of the sickéo

Florence Nightingale
Notes on hospitals (1859, revised 1863)
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FDA Amendments Act of 2007

September 27, 2007, the FDAAA signed into law:

The Secretary shall promulgate regulations establishing
a unique device identification system for medical
devices requiring the label of devices to bear a unique
identifier, unless the Secretary requires an alternative
placement or provides an exception for a particular
device or type of device. The unique identifier shall
adequately identify the device through distribution and
use, and may include information on the lot or serial
number.
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SEC. 2571. NATIONAL MEDICAL DEVICE REGISTRY
(b) Electronic Exchange and Use in Certified Electronic Health Records of Unique Device Identifiers-
é

(2) STANDARDS, IMPLEMENTATION CRITERIA, AND CERTIFICATION CRITERIA- The Secretary of Health and
Human Services, acting through the head of the Office of the National Coordinator for Health Information

Technology, shall adopt standards, implementation specifications, and certification criteria for the

electronic exchange and use in certified electronic health
records of a unique device identifier for each covered
device referred to in paragraph (1), if such an identifier is
required by section 519(f) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 360i(f)) for the device.

(c) Unique Device ldentification System- The Secretary of
Health and Human Services, acting through the
Commissioner of Food and Drugs, shall issue proposed
regulations to implement section 519(f) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 360i(f)) not
later than 6 months after the date of the enactment of this
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