§360f

FINAL RULE RELATING TO TRACKING OF PEDIATRIC
USES OF DEVICES

Pub. L. 112-144, title VI, §620(b), July 9, 2012, 126 Stat.
1064, provided that: ‘““The Secretary of Health and
Human Services shall issue—

‘(1) a proposed rule implementing section 515A(a)(2)

of the Federal Food, Drug, and Cosmetic Act (21

U.S.C. 360e-1(a)(2)) not later than December 31, 2012;

and

‘(2) a final rule implementing such section not
later than December 31, 2013.”

§ 360f. Banned devices

(a) General rule

Whenever the Secretary finds, on the basis of
all available data and information, that—

(1) a device intended for human use presents
substantial deception or an unreasonable and
substantial risk of illness or injury; and

(2) in the case of substantial deception or an
unreasonable and substantial risk of illness or
injury which the Secretary determined could
be corrected or eliminated by labeling or
change in labeling and with respect to which
the Secretary provided written notice to the
manufacturer specifying the deception or risk
of illness or injury, the labeling or change in
labeling to correct the deception or eliminate
or reduce such risk, and the period within
which such labeling or change in labeling was
to be done, such labeling or change in labeling
was not done within such period;

he may initiate a proceeding to promulgate a
regulation to make such device a banned device.

(b) Special effective date

The Secretary may declare a proposed regula-
tion under subsection (a) of this section to be ef-
fective upon its publication in the Federal Reg-
ister and until the effective date of any final ac-
tion taken respecting such regulation if (1) he
determines, on the basis of all available data
and information, that the deception or risk of
illness or injury associated with the use of the
device which is subject to the regulation pre-
sents an unreasonable, direct, and substantial
danger to the health of individuals, and (2) be-
fore the date of the publication of such regula-
tion, the Secretary notifies the manufacturer of
such device that such regulation is to be made
so effective. If the Secretary makes a proposed
regulation so effective, he shall, as expeditiously
as possible, give interested persons prompt no-
tice of his action under this subsection, provide
reasonable opportunity for an informal hearing
on the proposed regulation, and either affirm,
modify, or revoke such proposed regulation.

(June 25, 1938, ch. 675, §516, as added Pub. L.
94-295, §2, May 28, 1976, 90 Stat. 560; amended
Pub. L. 101-629, §18(d), Nov. 28, 1990, 104 Stat.
4529.)

AMENDMENTS

1990—Subsec. (a). Pub. L. 101-629 struck out ‘‘and
after consultation with the appropriate panel or panels
under section 360c of this title” after ‘‘data and infor-
mation’ in introductory provisions and struck out at
end ‘““The Secretary shall afford all interested persons
opportunity for an informal hearing on a regulation
proposed under this subsection.”
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§ 360g. Judicial review
(a) Petition; record

Not later than thirty days after—

(1) the promulgation of a regulation under
section 360c of this title classifying a device in
class I, an administrative order changing the
classification of a device to class I, or an order
under subsection (f)(2) of such section reclassi-
fying a device or denying a petition for reclas-
sification of a device,

(2) the promulgation of a regulation under
section 360d of this title establishing, amend-
ing, or revoking a performance standard for a
device,

(3) the issuance of an order under section
360d(b)(2) or 360e(b)(2)(B) of this title denying a
request for reclassification of a device,

(4) the promulgation of a regulation under
paragraph (3) of section 360e(b) of this title re-
quiring a device to have an approval of a pre-
market application, a regulation under para-
graph (4) of that section amending or revoking
a regulation under paragraph (3), or an order
pursuant to section 360e(g)(1) or 360e(g)(2)(C) of
this title,

(5) the promulgation of a regulation under
section 360f of this title (other than a proposed
regulation made effective under subsection (b)
of such section upon the regulation’s publica-
tion) making a device a banned device,

(6) the issuance of an order under section
360j(f)(2) of this title,

(7) an order under section 360j(g)(4) of this
title disapproving an application for an ex-
emption of a device for investigational use or
an order under section 360j(g)(5) of this title
withdrawing such an exemption for a device,

(8) an order pursuant to section 360c(i) of
this title, or

(9) a regulation under section 360e(i)(2) or
360j()(5)(B) of this title,

any person adversely affected by such regulation
or order may file a petition with the United
States Court of Appeals for the District of Co-
lumbia or for the circuit wherein such person re-
sides or has his principal place of business for
judicial review of such regulation or order. A
copy of the petition shall be transmitted by the
clerk of the court to the Secretary or other offi-
cer designated by him for that purpose. The Sec-
retary shall file in the court the record of the
proceedings on which the Secretary based his
regulation or order as provided in section 2112 of
title 28. For purposes of this section, the term
“record” means all notices and other matter
published in the Federal Register with respect
to the regulation or order reviewed, all informa-
tion submitted to the Secretary with respect to
such regulation or order, proceedings of any
panel or advisory committee with respect to
such regulation or order, any hearing held with
respect to such regulation or order, and any
other information identified by the Secretary,
in the administrative proceeding held with re-
spect to such regulation or order, as being rel-
evant to such regulation or order.

(b) Additional data, views, and arguments

If the petitioner applies to the court for leave
to adduce additional data, views, or arguments
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