§379d-5

review an application under section 262(k) of
title 42.

(June 25, 1938, ch. 675, §715, as added and amend-
ed Pub. L. 112-144, title III, §308, title IV, §408,
July 9, 2012, 126 Stat. 1025, 1039.)

AMENDMENTS

2012—Subsec. (b). Pub. L. 112-144, §408, added subsec.
(0).

EFFECTIVE DATE OF 2012 AMENDMENT

Amendment by section 408 of Pub. L. 112-144 effective
Oct. 1, 2012, see section 405 of Pub. L. 112-144, set out as
an Effective and Termination Dates note under section
379j-51 of this title.

EFFECTIVE DATE

Section effective Oct. 1, 2012, see section 305 of Pub.
L. 112-144, set out as an Effective and Termination
Dates note under section 379j-41 of this title.

§379d-5. Guidance document regarding product
promotion using the Internet

Not later than 2 years after July 9, 2012, the
Secretary of Health and Human Services shall
issue guidance that describes Food and Drug Ad-
ministration policy regarding the promotion,
using the Internet (including social media), of
medical products that are regulated by such Ad-
ministration.

(Pub. L. 112-144, title XI, §1121, July 9, 2012, 126
Stat. 1112.)

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.

PART B—COLORS

§379e. Listing and certification of color additives
for foods, drugs, devices, and cosmetics

(a) Unsafe color additives

A color additive shall, with respect to any par-
ticular use (for which it is being used or in-
tended to be used or is represented as suitable)
in or on food or drugs or devices or cosmetics, be
deemed unsafe for the purposes of the applica-
tion of section 342(c), 351(a)(4), or 361(e) of this
title, as the case may be, unless—

(1)(A) there is in effect, and such additive
and such use are in conformity with, a regula-
tion issued under subsection (b) of this section
listing such additive for such use, including
any provision of such regulation prescribing
the conditions under which such additive may
be safely used, and (B) such additive either (i)
is from a batch certified, in accordance with
regulations issued pursuant to subsection (c)
of this section, for such use, or (ii) has, with
respect to such use, been exempted by the Sec-
retary from the requirement of certification;
or

(2) such additive and such use thereof con-
form to the terms of an exemption which is in
effect pursuant to subsection (f) of this sec-
tion.

While there are in effect regulations under sub-
sections (b) and (c) of this section relating to a
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color additive or an exemption pursuant to sub-
section (f) of this section with respect to such
additive, an article shall not, by reason of bear-
ing or containing such additive in all respects in
accordance with such regulations or such ex-
emption, be considered adulterated within the
meaning of clause (1) of section 342(a) of this
title if such article is a food, or within the
meaning of section 361(a) of this title if such ar-
ticle is a cosmetic other than a hair dye (as de-
fined in the last sentence of section 361(a) of this
title). A color additive for use in or on a device
shall be subject to this section only if the color
additive comes in direct contact with the body
of man or other animals for a significant period
of time. The Secretary may by regulation des-
ignate the uses of color additives in or on de-
vices which are subject to this section.

(b) Listing of colors; regulations; issuance,
amendment or repeal; referral to advisory
committee; report and recommendations; ap-
pointment and compensation of advisory
committee

(1) The Secretary shall, by regulation, provide
for separately listing color additives for use in
or on food, color additives for use in or on drugs,
or devices, and color additives for use in or on
cosmetics, if and to the extent that such addi-
tives are suitable and safe for any such use when
employed in accordance with such regulations.

(2)(A) Such regulations may list any color ad-
ditive for use generally in or on food, or in or on
drugs or devices, or in or on cosmetics, if the
Secretary finds that such additive is suitable
and may safely be employed for such general
use.

(B) If the data before the Secretary do not es-
tablish that the additive satisfies the require-
ments for listing such additive on the applicable
list pursuant to subparagraph (A) of this para-
graph, or if the proposal is for listing such addi-
tive for a more limited use or uses, such regula-
tions may list such additive only for any more
limited use or uses for which it is suitable and
may safely be employed.

(3) Such regulations shall, to the extent
deemed necessary by the Secretary to assure the
safety of the use or uses for which a particular
color additive is listed, prescribe the conditions
under which such additive may be safely em-
ployed for such use or uses (including, but not
limited to, specifications, hereafter in this sec-
tion referred to as tolerance limitations, as to
the maximum quantity or quantities which may
be used or permitted to remain in or on the arti-
cle or articles in or on which it is used; speci-
fications as to the manner in which such addi-
tive may be added to or used in or on such arti-
cle or articles; and directions or other labeling
or packaging requirements for such additive).

(4) The Secretary shall not list a color addi-
tive under this section for a proposed use unless
the data before him establish that such use,
under the conditions of use specified in the regu-
lations, will be safe: Provided, however, That a
color additive shall be deemed to be suitable and
safe for the purpose of listing under this sub-
section for use generally in or on food, while
there is in effect a published finding of the Sec-
retary declaring such substance exempt from
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