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Subpart A—General Provisions

§58.1 Scope.

(a) This part prescribes good labora-
tory practices for conducting nonclin-
ical laboratory studies that support or
are intended to support applications
for research or marketing permits for
products regulated by the Food and
Drug Administration, including food
and color additives, animal food addi-
tives, human and animal drugs, med-
ical devices for human use, biological
products, and electronic products.
Compliance with this part is intended
to assure the quality and integrity of
the safety data filed pursuant to sec-
tions 406, 408, 409, 502, 503, 505, 506, 510,
512-516, 518-520, 721, and 801 of the Fed-
eral Food, Drug, and Cosmetic Act and
sections 351 and 354-360F of the Public
Health Service Act.

(b) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter I of title 21,
unless otherwise noted.

[43 FR 60013, Dec. 22, 1978, as amended at 52
FR 33779, Sept. 4, 1987; 64 FR 399, Jan. 5, 1999]

§58.3 Definitions.

As used in this part, the following
terms shall have the meanings speci-
fied:

(a) Act means the Federal Food,
Drug, and Cosmetic Act, as amended
(secs. 201-902, 52 Stat. 1040 et seq., as
amended (21 U.S.C. 321-392)).
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