§360h-1

§360h-1. Program to improve the device recall
system

(a) In general

The Secretary shall—

(1) establish a program to routinely and sys-
tematically assess information relating to de-
vice recalls and use such information to
proactively identify strategies for mitigating
health risks presented by defective or unsafe
devices;

(2) clarify procedures for conducting device
recall audit checks to improve the ability of
investigators to perform those checks in a
consistent manner;

(3) develop detailed criteria for assessing
whether a person performing a device recall
has performed an effective correction or ac-
tion plan for the recall; and

(4) document the basis for each termination
by the Food and Drug Administration of a de-
vice recall.

(b) Assessment content

The program established under subsection
(a)(1) shall, at a minimum, identify—
(1) trends in the number and types of device
recalls;
(2) devices that are most frequently the sub-
ject of a recall; and
(3) underlying causes of device recalls.

(c) Definition

In this section, the term ‘‘recall’” means—

(1) the removal from the market of a device
pursuant to an order of the Secretary under
subsection (b) or (e) of section 360h of this
title; or

(2) the correction or removal from the mar-
ket of a device at the initiative of the manu-
facturer or importer of the device that is re-
quired to be reported to the Secretary under
section 360i(g) of this title.

(June 25, 1938, ch. 675, §518A, as added Pub. L.
112-144, title VI, §605, July 9, 2012, 126 Stat. 1053;
amended Pub. L. 114-255, div. A, title III,
§3101(a)(2)(K), Dec. 13, 2016, 130 Stat. 1154.)

Editorial Notes

AMENDMENTS

2016—Subsecs. (c¢), (d). Pub. L. 114-255 redesignated
subsec. (d) as (c) and struck out former subsec. (c).
Prior to amendment, text read as follows: ‘“The Sec-
retary shall document the basis for the termination by
the Food and Drug Administration of a device recall.”

§360i. Records and reports on devices

(a) General rule

Every person who is a manufacturer or im-
porter of a device intended for human use shall
establish and maintain such records, make such
reports, and provide such information, as the
Secretary may by regulation reasonably require
to assure that such device is not adulterated or
misbranded and to otherwise assure its safety
and effectiveness. Regulations prescribed under
the preceding sentence—

(1) shall require a device manufacturer or
importer to report to the Secretary whenever
the manufacturer or importer receives or oth-
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erwise becomes aware of information that rea-
sonably suggests that one of its marketed de-
vices—
(A) may have caused or contributed to a
death or serious injury, or
(B) has malfunctioned and that such de-
vice or a similar device marketed by the
manufacturer or importer would be likely to
cause or contribute to a death or serious in-
jury if the malfunction were to recur, which
report under this subparagraph—

(i) shall be submitted in accordance with
part 803 of title 21, Code of Federal Regula-
tions (or successor regulations), unless the
Secretary grants an exemption or variance
from, or an alternative to, a requirement
under such regulations pursuant to section
803.19 of such part, if the device involved
is—

(I) a class III device;

(IT) a class II device that is perma-
nently implantable, is life supporting, or
is life sustaining; or

(ITII) a type of device which the Sec-
retary has, by notice published in the
Federal Register or letter to the person
who is the manufacturer or importer of
the device, indicated should be subject to
such part 803 in order to protect the pub-
lic health;

(ii) shall, if the device is not subject to
clause (i), be submitted in accordance with
criteria established by the Secretary for
reports made pursuant to this clause,
which criteria shall require the reports to
be in summary form and made on a quar-
terly basis; or

(iii) shall, if the device is imported into
the United States and for which part 803 of
title 21, Code of Federal Regulations (or
successor regulations) requires an im-
porter to submit a report to the manufac-
turer, be submitted by the importer to the
manufacturer in accordance with part 803
of title 21, Code of Federal Regulations (or
successor regulations)?

(2) shall define the term ‘‘serious injury’ to
mean an injury that—

(A) is life threatening,

(B) results in permanent impairment of a
body function or permanent damage to a
body structure, or

(C) necessitates medical or surgical inter-
vention to preclude permanent impairment
of a body function or permanent damage to
a body structure;

(3) shall require reporting of other signifi-
cant adverse device experiences as determined
by the Secretary to be necessary to be re-
ported;

(4) shall not impose requirements unduly
burdensome to a device manufacturer or im-
porter taking into account his cost of com-
plying with such requirements and the need
for the protection of the public health and the
implementation of this chapter;

(5) which prescribe the procedure for making
requests for reports or information shall re-
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