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Editorial Notes

PRIOR PROVISIONS

A prior section 360a, act June 25, 1938, ch. 675, §511, as
added July 15, 1965, Pub. L. 89-74, §3(b), 79 Stat. 227;
amended Oct. 24, 1968, Pub. L. 90-639, §2(a), 82 Stat. 1361,
regulated the manufacture, compounding, and proc-
essing of depressant and stimulant drugs and their sale,
delivery, disposal, possession, and recordkeeping activi-
ties connected therewith, prior to repeal by Pub. L.
91-513, title II, §§701(a), 704, Oct. 27, 1970, 84 Stat. 1281,
1284, effective on the first day of the seventh calendar
month that began after Oct. 26, 1970.

§ 360a-1. Clinical trials

(a) Review and revision of guidance documents
(1) In general

The Secretary of Health and Human Serv-
ices (referred to in this section as the ‘‘Sec-
retary’’) shall review and, as appropriate, re-
vise not fewer than 3 guidance documents per
year, which shall include—

(A) reviewing the guidance documents of
the Food and Drug Administration for the
conduct of clinical trials with respect to
antibacterial and antifungal drugs; and

(B) as appropriate, revising such guidance
documents to reflect developments in sci-
entific and medical information and tech-
nology and to ensure clarity regarding the
procedures and requirements for approval of
antibacterial and antifungal drugs under
chapter V of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 351 et seq.).

(2) Issues for review

At a minimum, the review under paragraph
(1) shall address the appropriate animal mod-
els of infection, in vitro techniques, wvalid
microbiological surrogate markers, the use of
noninferiority versus superiority trials, trial
enrollment, data requirements, and appro-
priate delta values for noninferiority trials.

(3) Rule of construction

Except to the extent to which the Secretary
makes revisions under paragraph (1)(B), noth-
ing in this section shall be construed to repeal
or otherwise effect the guidance documents of
the Food and Drug Administration.

(b) Recommendations for investigations
(1) Request

The sponsor of a drug intended to be des-
ignated as a qualified infectious disease prod-
uct may request that the Secretary provide
written recommendations for nonclinical and
clinical investigations which the Secretary be-
lieves may be necessary to be conducted with
the drug before such drug may be approved
under section 505 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355) for use in
treating, detecting, preventing, or identifying
a qualifying pathogen, as defined in section
505E of such Act [21 U.S.C. 355f].

(2) Recommendations

If the Secretary has reason to believe that a
drug for which a request is made under this
subsection is a qualified infectious disease
product, the Secretary shall provide the per-
son making the request written recommenda-
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tions for the nonclinical and clinical inves-
tigations which the Secretary believes, on the
basis of information available to the Secretary
at the time of the request, would be necessary
for approval under section 505 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 355) of
such drug for the use described in paragraph
(1).

(c) Qualified infectious disease product

For purposes of this section, the term ‘‘quali-
fied infectious disease product’ has the meaning
given such term in section 505E(g) of the Federal
Food, Drug, and Cosmetic Act [21 U.S.C. 355f(g)],
as added by section 801 of this Act.

(Pub. L. 112-144, title VIII, §804, July 9, 2012, 126
Stat. 1080.)
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REFERENCES IN TEXT

The Federal Food, Drug, and Cosmetic Act, referred
to in subsec. (a)(1)(B), is act June 25, 1938, ch. 675, 52
Stat. 1040, which is classified generally to this chapter.
Chapter V of the Act is classified generally to this sub-
chapter. For complete classification of this Act to the
Code, see section 301 of this title and Tables.

This Act, referred to in subsec. (¢), is Pub. L. 112-144,
July 9, 2012, 126 Stat. 993, known as the Food and Drug
Administration Safety and Innovation Act. For com-
plete classification of this Act to the Code, see Tables.

CODIFICATION

Section was enacted as part of the Food and Drug Ad-
ministration Safety and Innovation Act, and not as
part of the Federal Food, Drug, and Cosmetic Act
which comprises this chapter.

§360a-2. Susceptibility test interpretive criteria
for microorganisms

(a) Purpose; identification of criteria
(1) Purpose

The purpose of this section is to clarify the
Secretary’s authority to—

(A) efficiently update susceptibility test
interpretive criteria for antimicrobial drugs
when necessary for public health, due to,
among other things, the constant evolution
of microorganisms that leads to the develop-
ment of resistance to drugs that have been
effective in decreasing morbidity and mor-
tality for patients, which warrants unique
management of antimicrobial drugs that is
inappropriate for most other drugs in order
to delay or prevent the development of fur-
ther resistance to existing therapies;

(B) provide for public notice of the avail-
ability of recognized interpretive criteria
and interpretive criteria standards; and

(C) clear under section 360(k) of this title,
classify under section 360c(f)(2) of this title,
or approve under section 360e of this title,
antimicrobial susceptibility testing devices
utilizing updated, recognized susceptibility
test interpretive criteria to characterize the
in vitro susceptibility of particular bacteria,
fungi, or other microorganisms, as applica-
ble, to antimicrobial drugs.

(2) Identification of criteria
The Secretary shall identify appropriate sus-

ceptibility test interpretive criteria with re-
spect to antimicrobial drugs—
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