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AMENDMENT TO COMMITTEE PRINT
OFFERED BY M .

(MDUFA_ 020, June 20, 2007)

Page 27, redesignate subsection (b) as subsection (¢
g ; g

and insert after line 15 the following:

[E—

(b) CONSIDERATION.—In determining the effective-
ness of the premarket notification and classification au-
thority under section 510(k) and 215(f) and (i), the study
under subsection (a) shall consider the Secretary’s evalua-
tion of the respective intended uses and technologies of
such devices, including the effectiveness of the Secretary’s
comparative assessment of technological characteristics

such as device materials, principles of operations, and
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power sources.

Add at the end of title II, add the following new sec-

tion (and conform the table of contents accordingly):

10 SEC. . UNIQUE DEVICE IDENTIFICATION SYSTEM.
11 Section 519 of the Federal Food, Drug, and Cosmetic
12 Act (21 U.S.C. 3601) 1s amended—

13 (1) by redesignating subsection (f) as sub-
14 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.”.

Add at the end of title II, add the following new sec-

tion (and conform the table of contents accordingly):
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SEC. . FREQUENCY OF REPORTING FOR CERTAIN DE-
VICES.

Section 519(a) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 360i(a)) is amended by adding at
the end the following: “The Secretary may allow a person
who 1s a manufacturer or importer of a device to submit
the reports under this section on a quarterly basis in the
form of summary reports, except that reports under para-
oraph (1)(B) relating to a device that is a class III device,
a class II device that is implanted permanently or is life-
supporting or life sustaining, or meets such other criteria
as the Secretary may determine for purposes of this sen-
tence to protect public health shall be submitted as speci-
fied in regulations included in part 803 of title 21, Code

of Federal Regulations, or successor to such regulations.”.
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