
21 U.S. Code § 360j
General provisions respecting control of devices intended for
human use

(a) General rule
Any requirement authorized by or under section 351, 352, 360, or 360i of this title applicable to a device
intended for human use shall apply to such device until the applicability of the requirement to the device has
been changed by action taken under section 360c, 360d, or 360e of this title or under subsection (g) of this
section, and any requirement established by or under section 351, 352, 360, or 360i of this title which is
inconsistent with a requirement imposed on such device under section 360d or 360e of this title or under
subsection (g) of this section shall not apply to such device.

(b) Custom devices
(1) In general
The requirements of sections 360d and 360e of this title shall not apply to a device that—

(A) is created or modified in order to comply with the order of an individual physician or dentist (or any
other specially qualified person designated under regulations promulgated by the Secretary after an
opportunity for an oral hearing);

(B) in order to comply with an order described in subparagraph (A), necessarily deviates from an otherwise
applicable performance standard under section 360d of this title or requirement under section 360e of this
title;

(C) is not generally available in the United States in finished form through labeling or advertising by the
manufacturer, importer, or distributor for commercial distribution;

(D) is designed to treat a unique pathology or physiological condition that no other device is domestically
available to treat;

(E)

(i) is intended to meet the special needs of such physician or dentist (or other specially qualified person
so designated) in the course of the professional practice of such physician or dentist (or other specially
qualified person so designated); or

(ii) is intended for use by an individual patient named in such order of such physician or dentist (or other
specially qualified person so designated);

(F) is assembled from components or manufactured and finished on a case-by-case basis to accommodate
the unique needs of individuals described in clause (i) or (ii) of subparagraph (E); and

(G) may have common, standardized design characteristics, chemical and material compositions, and
manufacturing processes as commercially distributed devices.

(2) Limitations
Paragraph (1) shall apply to a device only if—
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(A) such device is for the purpose of treating a sufficiently rare condition, such that conducting clinical
investigations on such device would be impractical;

(B) production of such device under paragraph (1) is limited to no more than 5 units per year of a particular
device type, provided that such replication otherwise complies with this section; and

(C) the manufacturer of such device notifies the Secretary on an annual basis, in a manner prescribed by
the Secretary, of the manufacture of such device.

(3) Guidance
Not later than 2 years after July 9, 2012, the Secretary shall issue final guidance on replication of multiple
devices described in paragraph (2)(B).

(c) Trade secrets
Any information reported to or otherwise obtained by the Secretary or his representative under section 360c,
360d, 360e, 360f, 360h, 360i, or 374 of this title or under subsection (f) or (g) of this section which is exempt
from disclosure pursuant to subsection (a) of section 552 of title 5 by reason of subsection (b)(4) of such section
shall be considered confidential and shall not be disclosed and may not be used by the Secretary as the basis for
the reclassification of a device from class III to class II or class I or as the basis for the establishment or
amendment of a performance standard under section 360d of this title for a device reclassified from class III to
class II, except (1) in accordance with subsection (h), and (2) that such information may be disclosed to other
officers or employees concerned with carrying out this chapter or when relevant in any proceeding under this
chapter (other than section 360c or 360d of this title).

(d) Notices and findings
Each notice of proposed rulemaking under section 360c, 360d, 360e, 360f, 360h, or 360i of this title, or under
this section, any other notice which is published in the Federal Register with respect to any other action taken
under any such section and which states the reasons for such action, and each publication of findings required
to be made in connection with rulemaking under any such section shall set forth—

(1) the manner in which interested persons may examine data and other information on which the notice or
findings is based, and

(2) the period within which interested persons may present their comments on the notice or findings
(including the need therefor) orally or in writing, which period shall be at least sixty days but may not exceed
ninety days unless the time is extended by the Secretary by a notice published in the Federal Register stating
good cause therefor.

(e) Restricted devices
(1) The Secretary may by regulation require that a device be restricted to sale, distribution, or use—

(A) only upon the written or oral authorization of a practitioner licensed by law to administer or use such
device, or

(B) upon such other conditions as the Secretary may prescribe in such regulation,

if, because of its potentiality for harmful effect or the collateral measures necessary to its use, the Secretary
determines that there cannot otherwise be reasonable assurance of its safety and effectiveness. No condition
prescribed under subparagraph (B) may restrict the use of a device to persons with specific training or
experience in its use or to persons for use in certain facilities unless the Secretary determines that such a
restriction is required for the safe and effective use of the device. No such condition may exclude a person from
using a device solely because the person does not have the training or experience to make him eligible for
certification by a certifying board recognized by the American Board of Medical Specialties or has not been
certified by such a Board. A device subject to a regulation under this subsection is a restricted device.
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(2) The label of a restricted device shall bear such appropriate statements of the restrictions required by a
regulation under paragraph (1) as the Secretary may in such regulation prescribe.

(f) Good manufacturing practice requirements
(1)

(A) The Secretary may, in accordance with subparagraph (B), prescribe regulations requiring that the
methods used in, and the facilities and controls used for, the manufacture, pre-production design validation
(including a process to assess the performance of a device but not including an evaluation of the safety or
effectiveness of a device), packing, storage, and installation of a device conform to current good
manufacturing practice, as prescribed in such regulations, to assure that the device will be safe and effective
and otherwise in compliance with this chapter.

(B) Before the Secretary may promulgate any regulation under subparagraph (A) he shall—

(i) afford the advisory committee established under paragraph (3) an opportunity to submit
recommendations to him with respect to the regulation proposed to be promulgated;

(ii) afford opportunity for an oral hearing; and

(iii) ensure that such regulation conforms, to the extent practicable, with internationally recognized
standards defining quality systems, or parts of the standards, for medical devices.

The Secretary shall provide the advisory committee a reasonable time to make its recommendation with
respect to proposed regulations under subparagraph (A).
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