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radiographic image, physical sign, or other
measure, that is not itself a direct measure-
ment of clinical benefit, and—

(A) is known to predict clinical benefit and
could be used to support traditional ap-
proval of a drug or biological product; or

(B) is reasonably likely to predict clinical
benefit and could be used to support the ac-
celerated approval of a drug or biological
product in accordance with section 356(c) of
this title.

(June 25, 1938, ch. 675, §507, as added Pub. L.
114-255, div. A, title III, §3011(a), Dec. 13, 2016, 130
Stat. 1086.)

REFERENCES IN TEXT

The Public Health Service Act, referred to in subsec.
(d)(2), is act July 1, 1944, ch. 373, 58 Stat. 682, which is
classified generally to chapter 6A (§201 et seq.) of Title
42, The Public Health and Welfare. For complete classi-
fication of this Act to the Code, see Short Title note
set out under section 201 of Title 42 and Tables.

PRIOR PROVISIONS

A prior section 357, act June 25, 1938, ch. 675, §507, as
added July 6, 1945, ch. 281, §3, 59 Stat. 463; amended
Mar. 10, 1947, ch. 16, §3, 61 Stat. 12; July 13, 1949, ch. 305,
§2, 63 Stat. 409; Aug. 5, 1953, ch. 334, §2, 67 Stat. 389; Pub.
L. 87-781, title I, §§105(a), (b), (d)—(f), 106(a), (b), Oct. 10,
1962, 76 Stat. 785, 786, 787; Pub. L. 90-399, §105(b), July 13,
1968, 82 Stat. 352; Pub. L. 102-300, §6(b)(2), June 16, 1992,
106 Stat. 240; Pub. L. 103-80, §3(p), Aug. 13, 1993, 107
Stat. 777, related to certification of drugs containing
penicillin, streptomycin, chlortetracycline, chlor-
amphenicol, bacitracin, or any other antibiotic drug,
prior to repeal by Pub. L. 105-115, title I, §125(b)(1), Nov.
21, 1997, 111 Stat. 2325.

GUIDANCE

Pub. L. 114-255, div. A, title III, §3011(b), Dec. 13, 2016,
130 Stat. 1089, provided that:

‘(1 IN GENERAL.—The Secretary of Health and
Human Services (referred to in this section [this note]
as the ‘Secretary’) shall, in consultation with bio-
medical research consortia (as defined in subsection (e)
of section 507 of the Federal Food, Drug, and Cosmetic
Act [21 U.S.C. 357] (as added by subsection (a)) and
other interested parties through a collaborative public
process, issue guidance to implement such section 507
that—

‘“(A) provides a conceptual framework describing
appropriate standards and scientific approaches to
support the development of biomarkers delineated
under the taxonomy established under paragraph (3);

‘“(B) with respect to the qualification process under
such section 507—

‘‘(i) describes the requirements that entities seek-
ing to qualify a drug development tool under such
section shall observe when engaging in such proc-
ess;

‘“(ii) outlines reasonable timeframes for the Sec-
retary’s review of letters, qualification plans, or
full qualification packages submitted under such
process; and

‘‘(iii) establishes a process by which such entities
or the Secretary may consult with biomedical re-
search consortia and other individuals and entities
with expert knowledge and insights that may assist
the Secretary in the review of qualification plans
and full qualification submissions under such sec-
tion; and
“(C) includes such other information as the Sec-

retary determines appropriate.

‘(2) TIMING.—Not later than 3 years after the date of
the enactment of this Act [Dec. 13, 2016], the Secretary
shall issue draft guidance under paragraph (1) on the
implementation of section 507 of the Federal Food,
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Drug, and Cosmetic Act [21 U.S.C. 357] (as added by sub-
section (a)). The Secretary shall issue final guidance on
the implementation of such section not later than 6
months after the date on which the comment period for
the draft guidance closes.

“(3) TAXONOMY.—

‘‘(A) IN GENERAL.—For purposes of informing guid-
ance under this subsection, the Secretary shall, in
consultation with biomedical research consortia and
other interested parties through a collaborative pub-
lic process, establish a taxonomy for the classifica-
tion of biomarkers (and related scientific concepts)
for use in drug development.

“(B) PUBLIC AVAILABILITY.—Not later than 2 years
after the date of the enactment of this Act, the Sec-
retary shall make such taxonomy publicly available
in draft form for public comment. The Secretary
shall finalize the taxonomy not later than 1 year
after the close of the public comment period.”

§ 358. Authority to designate official names

(a) Necessity or desirability; use in official com-
pendiums; infringement of trademarks

The Secretary may designate an official name
for any drug or device if he determines that such
action is necessary or desirable in the interest
of usefulness and simplicity. Any official name
designated under this section for any drug or de-
vice shall be the only official name of that drug
or device used in any official compendium pub-
lished after such name has been prescribed or for
any other purpose of this chapter. In no event,
however, shall the Secretary establish an offi-
cial name so as to infringe a valid trademark.

(b) Review of names in official compendiums

Within a reasonable time after October 10,
1962, and at such other times as he may deem
necessary, the Secretary shall cause a review to
be made of the official names by which drugs are
identified in the official United States Pharma-
copoeia, the official Homoeopathic Pharma-
copoeia of the United States, and the official
National Formulary, and all supplements there-
to, and at such times as he may deem necessary
shall cause a review to be made of the official
names by which devices are identified in any of-
ficial compendium (and all supplements thereto)
to determine whether revision of any of those
names is necessary or desirable in the interest
of usefulness and simplicity.

(c) Determinations of complexity, usefulness,
multiplicity, or lack of name; designation by
Secretary

Whenever he determines after any such review
that (1) any such official name is unduly com-
plex or is not useful for any other reason, (2) two
or more official names have been applied to a
single drug or device, or to two or more drugs
which are identical in chemical structure and
pharmacological action and which are substan-
tially identical in strength, quality, and purity,
or to two or more devices which are substan-
tially equivalent in design and purpose or (3) no
official name has been applied to a medically
useful drug or device, he shall transmit in writ-
ing to the compiler of each official compendium
in which that drug or drugs or device are identi-
fied and recognized his request for the recom-
mendation of a single official name for such
drug or drugs or device which will have useful-
ness and simplicity. Whenever such a single offi-
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cial name has not been recommended within one
hundred and eighty days after such request, or
the Secretary determines that any name so rec-
ommended is not useful for any reason, he shall
designate a single official name for such drug or
drugs or device. Whenever he determines that
the name so recommended is useful, he shall
designate that name as the official name of such
drug or drugs or device. Such designation shall
be made as a regulation upon public notice and
in accordance with the procedure set forth in
section 553 of title 5.

(d) Revised official names; compilation, publica-

tion, and public distribution of listings

After each such review, and at such other
times as the Secretary may determine to be nec-
essary or desirable, the Secretary shall cause to
be compiled, published, and publicly distributed
a list which shall list all revised official names
of drugs or devices designated under this section
and shall contain such descriptive and explana-
tory matter as the Secretary may determine to
be required for the effective use of those names.
(e) Request by compiler of official compendium

for designation of name

Upon a request in writing by any compiler of
an official compendium that the Secretary exer-
cise the authority granted to him under sub-
section (a), he shall upon public notice and in
accordance with the procedure set forth in sec-
tion 553 of title 5 designate the official name of
the drug or device for which the request is made.

(June 25, 1938, ch. 675, §508, as added Pub. L.
87-181, title I, §111(a), Oct. 10, 1962, 76 Stat. 789;
amended Pub. L. 94-295, §5(b), May 28, 1976, 90
Stat. 581; Pub. L. 103-80, §3(q), Aug. 13, 1993, 107
Stat. 777.)

AMENDMENTS

1993—Subsecs. (c), (e). Pub. L. 103-80 substituted ref-
erence to section 553 of title 5 for ‘‘section 4 of the Ad-
ministrative Procedure Act (5 U.S.C. 1003)"’.

1976—Subsec. (a). Pub. L. 94-295 substituted ‘‘drug or
device” for ‘‘drug’ wherever appearing.

Subsec. (b). Pub. L. 94-295 substituted ‘‘National For-
mulary, and all supplements thereto, and at such times
as he may deem necessary shall cause a review to be
made of the official names by which devices are identi-
fied in any official compendium (and all supplements
thereto)”’ for ‘‘National Formulary, and all supple-
ments thereto,”’.

Subsec. (¢)(2). Pub. L. 94-295 inserted ‘‘or device”
after ‘‘single drug’, and ‘‘or to two or more devices
which are substantially equivalent in design and pur-
pose’’ after ‘‘purity,”.

Subsec. (¢)(3). Pub. L. 94-295 inserted ‘‘or device”
after ‘‘useful drug’ and after ‘‘drug or drugs’’ wherever
appearing.

Subsec. (d). Pub. L. 94-295 inserted ‘‘or devices’ after
“‘drugs’.

Subsec. (e). Pub. L. 94-295 substituted ‘‘drug or de-
vice” for ‘‘drug”’.

EFFECTIVE DATE

Pub. L. 87-781, title I, §111(b), Oct. 10, 1962, 76 Stat.
790, provided that: ‘“This section [enacting this section]
shall take effect on the date of its enactment [Oct. 10,
1962].”

§359. Nonapplicability of subchapter to cosmet-
ics

This subchapter, as amended by the Drug
Amendments of 1962, shall not apply to any cos-
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metic unless such cosmetic is also a drug or de-
vice or component thereof.

(June 25, 1938, ch. 675, §509, as added Pub. L.
87-781, title I, §113, Oct. 10, 1962, 76 Stat. 791.)

REFERENCES IN TEXT

This subchapter, as amended by the Drug Amend-
ments of 1962, referred to in text, means the amend-
ment of this subchapter by Pub. L. 87-781 which enacted
sections 358 to 360 of this title, amended sections 351 to
363, 355, and 357 of this title, and enacted provisions set
out as notes under sections 352, 355, 358, and 360 of this
title.

The Drug Amendments of 1962, referred to in text, is
Pub. L. 87-781, Oct. 10, 1962, 76 Stat. 780, as amended.
For complete classification of this Act to the Code, see
Short Title of 1962 Amendment note set out under sec-
tion 301 of this title and Tables.

§360. Registration of producers of drugs or de-
vices

(a) Definitions

As used in this section—

(1) the term ‘‘manufacture, preparation,
propagation, compounding, or processing”’
shall include repackaging or otherwise chang-
ing the container, wrapper, or labeling of any
drug package or device package in furtherance
of the distribution of the drug or device from
the original place of manufacture to the per-
son who makes final delivery or sale to the ul-
timate consumer or user; and

(2) the term ‘‘name’” shall include in the
case of a partnership the name of each partner
and, in the case of a corporation, the name of
each corporate officer and director, and the
State of incorporation.

(b) Annual registration

(1) During the period beginning on October 1
and ending on December 31 of each year, every
person who owns or operates any establishment
in any State engaged in the manufacture, prepa-
ration, propagation, compounding, or processing
of a drug or drugs shall register with the Sec-
retary the name of such person, places of busi-
ness of such person, all such establishments, the
unique facility identifier of each such establish-
ment, and a point of contact e-mail address.

(2) During the period beginning on October 1
and ending on December 31 of each year, every
person who owns or operates any establishment
in any State engaged in the manufacture, prepa-
ration, propagation, compounding, or processing
of a device or devices shall register with the
Secretary his name, places of business, and all
such establishments.

(3) The Secretary shall specify the unique fa-
cility identifier system that shall be used by
registrants under paragraph (1). The require-
ment to include a unique facility identifier in a
registration under paragraph (1) shall not apply
until the date that the identifier system is spec-
ified by the Secretary under the preceding sen-
tence.

(c) New producers

Every person upon first engaging in the manu-
facture, preparation, propagation, compounding,
or processing of a drug or drugs or a device or
devices in any establishment which he owns or
operates in any State shall immediately register
with the Secretary—
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