§ 360eee—4

tics provider receiving accreditation, pursuant
to subsection (d)(2)(A).

(June 25, 1938, ch. 675, §584, as added Pub. L.
113-54, title II, §205, Nov. 27, 2013, 127 Stat. 636.)

§ 360eee-4. Uniform national policy
(a) Product tracing and other requirements

Beginning on November 27, 2013, no State or
political subdivision of a State may establish or
continue in effect any requirements for tracing
products through the distribution system (in-
cluding any requirements with respect to state-
ments of distribution history, transaction his-
tory, transaction information, or transaction
statement of a product as such product changes
ownership in the supply chain, or verification,
investigation, disposition, notification, or rec-
ordkeeping relating to such systems, including
paper or electronic pedigree systems or for
tracking and tracing drugs throughout the dis-
tribution system) which are inconsistent with,
more stringent than, or in addition to, any re-
quirements applicable under section 353(e) of
this title or this part (or regulations issued
thereunder), or which are inconsistent with—

(1) any waiver, exception, or exemption pur-
suant to section 360eee or 360eee—1 of this title;
or

(2) any restrictions specified
360eee-1 of this title.

(b) Wholesale distributor and third-party logis-
tics provider standards

(1) In general

in section

Beginning on November 27, 2013, no State or
political subdivision of a State may establish
or continue any standards, requirements, or
regulations with respect to wholesale prescrip-
tion drug distributor or third-party logistics
provider licensure that are inconsistent with,
less stringent than, directly related to, or cov-
ered by the standards and requirements appli-
cable under section 353(e) of this title, in the
case of a wholesale distributor, or section
360eee-3 of this title, in the case of a third-
party logistics provider.

(2) State regulation of third-party logistics pro-
viders

No State shall regulate third-party logistics
providers as wholesale distributors.

(3) Administration fees

Notwithstanding paragraph (1), a State may
administer fee collections for effectuating the
wholesale drug distributor and third-party lo-
gistics provider licensure requirements under
sections 353(e), 360eee-2, and 360eee-3 of this
title.

(4) Enforcement, suspension, and revocation

Notwithstanding paragraph (1), a State—

(A) may take administrative action, in-
cluding fines, to enforce a requirement pro-
mulgated by the State in accordance with
section 353(e) of this title or this part;

(B) may provide for the suspension or rev-
ocation of licenses issued by the State for
violations of the laws of such State;

(C) upon conviction of violations of Fed-
eral, State, or local drug laws or regulations,
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may provide for fines, imprisonment, or civil
penalties; and
(D) may regulate activities of licensed en-
tities in a manner that is consistent with
product tracing requirements under section
360eee—1 of this title.
(c) Exception

Nothing in this section shall be construed to
preempt State requirements related to the dis-
tribution of prescription drugs if such require-
ments are not related to product tracing as de-
scribed in subsection (a) or wholesale distributor
and third-party logistics provider licensure as
described in subsection (b) applicable under sec-
tion 3b3(e) of this title or this part (or regula-
tions issued thereunder).

(June 25, 1938, ch. 675, §585, as added Pub. L.
113-54, title II, §205, Nov. 27, 2013, 127 Stat. 638.)

PART I—NONPRESCRIPTION SUNSCREEN AND
OTHER ACTIVE INGREDIENTS

§ 360fff. Definitions

In this part—

(1) the term ‘‘Advisory Committee’” means
the Nonprescription Drug Advisory Committee
of the Food and Drug Administration or any
successor to such Committee;

(2) the term ‘‘final sunscreen order’” means
an order published by the Secretary in the
Federal Register containing information stat-
ing that a nonprescription sunscreen active in-
gredient or combination of nonprescription
sunscreen active ingredients—

(A) is GRASE and is not misbranded if
marketed in accordance with such order; or
(B) is not GRASE and is misbranded;

(3) the term “GRASE’” means generally rec-
ognized, among experts qualified by scientific
training and experience to evaluate the safety
and effectiveness of drugs, as safe and effective
for use under the conditions prescribed, rec-
ommended, or suggested in the labeling of a
drug as described in section 321(p) of this title;

(4) the term ‘“GRASE determination’ means,
with respect to a nonprescription active ingre-
dient or a combination of nonprescription ac-
tive ingredients, a determination of whether
such ingredient or combination of ingredients
is GRASE;

(5) the term ‘‘nonprescription’” means not
subject to section 353(b)(1) of this title;

(6) the term ‘‘pending request’” means each
request with respect to a nonprescription sun-
screen active ingredient submitted under sec-
tion 330.14 of title 21, Code of Federal Regula-
tions (as in effect on November 26, 2014) for
consideration for inclusion in the over-the-
counter drug monograph system—

(A) that was determined to be eligible for
such review by publication of a notice of eli-
gibility in the Federal Register prior to No-
vember 26, 2014; and

(B) for which safety and effectiveness data
have been submitted to the Secretary prior
to November 26, 2014;

(7) the term ‘‘proposed sunscreen order”
means an order containing a tentative deter-
mination published by the Secretary in the
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Federal Register containing information pro-
posing that a nonprescription sunscreen active
ingredient or combination of nonprescription
sunscreen active ingredients—
(A) is GRASE and is not misbranded if
marketed in accordance with such order;
(B) is not GRASE and is misbranded; or
(C) is not GRASE and is misbranded be-
cause the data are insufficient to classify
such ingredient or combination of ingredi-
ents as GRASE and not misbranded and ad-
ditional information is necessary to allow
the Secretary to determine otherwise;

(8) the term ‘‘sponsor’” means the person
that submitted—
(A) a request under section 360fff-1 of this
title;
(B) a pending request; or
(C) any other application subject to this
part;

(9) the term ‘‘sunscreen’ means a drug con-
taining one or more sunscreen active ingredi-
ents; and

(10) the term ‘‘sunscreen active ingredient”
means an active ingredient that is intended
for application to the skin of humans for pur-
poses of absorbing, reflecting, or scattering ul-
traviolet radiation.

(June 25, 1938, ch. 675, §586, as added Pub. L.
113-195, §2(a), Nov. 26, 2014, 128 Stat. 2035.)

CONSTRUCTION

Pub. L. 113-195, §2(b), Nov. 26, 2014, 128 Stat. 2045, pro-
vided that: ‘“Nothing in the amendment made by this
section [enacting this section and sections 360fff-1 to
360fff—5 of this title] shall be construed to—

‘(1) limit the right of a sponsor (as defined in sec-
tion 586(8) of the Federal Food, Drug, and Cosmetic
Act [21 U.S.C. 360fff(8)], as added by subsection (a)) to
request that the Secretary of Health and Human
Services convene an advisory committee; or

‘4(2) limit the authority of the Secretary of Health
and Human Services to meet with a sponsor (as de-
fined in section 586(8) of the Federal Food, Drug, and
Cosmetic Act, as added by subsection (a)).”

§ 360fff-1. Submission of requests

Any person may submit a request to the Sec-
retary for a determination of whether a non-
prescription sunscreen active ingredient or a
combination of nonprescription sunscreen active
ingredients, for use under specified conditions,
to be prescribed, recommended, or suggested in
the labeling thereof (including dosage form, dos-
age strength, and route of administration) is
GRASE and should be included in part 352 of
title 21, Code of Federal Regulations (or any suc-
cessor regulations) concerning nonprescription
sunscreen.

(June 25, 1938, ch. 675, §586A, as added Pub. L.
113-195, §2(a), Nov. 26, 2014, 128 Stat. 2036.)

§360fff-2. Eligibility determinations; data sub-
mission; filing
(a) Eligibility determinations
(1) In general

Not later than 60 calendar days after the
date of receipt of a request under section
360fff-1 of this title, the Secretary shall—

TITLE 21—FOOD AND DRUGS

§ 360fff-2

(A) determine, in accordance with para-
graph (2), whether the request is eligible for
further review under subsection (b) and sec-
tion 360fff-3 of this title;

(B) notify the sponsor of the determina-
tion of the Secretary; and

(C) make such determination publicly
available in accordance with paragraph (3)
and subsection (b)(1).

(2) Criteria for eligibility
(A) In general

To be eligible for review under subsection
(b) and section 360fff-3 of this title, a request
shall be for a nonprescription sunscreen ac-
tive ingredient or combination of non-
prescription sunscreen active ingredients,
for use under specified conditions, to be pre-
scribed, recommended, or suggested in the
labeling thereof, that—

(i) is not included in part 352 of title 21,
Code of Federal Regulations (or any suc-
cessor regulations) concerning non-
prescription sunscreen; and

(ii) has been used to a material extent
and for a material time under such condi-
tions, as described in section 321(p)(2) of
this title.

(B) Establishment of time and extent

A sponsor shall include in a request under
section 360fff-1 of this title the information
required under section 330.14 of title 21, Code
of Federal Regulations (or any successor
regulations) to meet the standard described
in subparagraph (A)(ii).

(3) Public availability
(A) Redactions for confidential information

If a nonprescription sunscreen active in-
gredient or combination of nonprescription
sunscreen active ingredients is determined
under paragraph (1)(A) to be eligible for fur-
ther review, the Secretary shall make the
request publicly available, with redactions
for information that is treated as confiden-
tial under section 552(b) of title 5, section
1905 of title 18, or section 331(j) of this title.

(B) Identification of confidential information
by sponsor

At the time that a request is made under
section 360fff-1 of this title, the sponsor of
such request shall identify any information
that such sponsor considers to be confiden-
tial information described in subparagraph
(A).

(C) Confidentiality during eligibility review

The information contained in a request
under section 360fff-1 of this title shall re-
main confidential during the Secretary’s
consideration under this section of whether
the request is eligible for further review con-
sistent with section 330.14 of title 21, Code of
Federal Regulations (or any successor regu-
lations).

(b) Data submission and filing of requests
(1) In general

In the case of a request under section 360fff-1
of this title that is determined to be eligible
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