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vember 26, 2014, except as otherwise provided
in this part.

(2) Ensuring safety and effectiveness

Nothing in this part shall be construed to
alter the authority of the Secretary with re-
spect to prohibiting the marketing of a sun-
screen that is not safe and effective or is mis-
branded, or with respect to imposing restric-
tions on the marketing of a sunscreen to en-
sure safety and effectiveness, except as other-
wise provided in this part, including section
360fff-3(e) of this title.

(3) Other drugs

Except as otherwise provided in section
360fff—6 of this title, nothing in this part shall
be construed to affect the authority of the
Secretary under this chapter or the Public
Health Service Act (42 U.S.C. 201 et seq.) with
respect to a drug other than a nonprescription
sunscreen.

(4) Effect on drugs otherwise approved

Nothing in this part shall affect the market-
ing of a drug approved under section 355 of this
title or section 351 of the Public Health Serv-
ice Act [42 U.S.C. 262].

(c) Timelines

The timelines for the processes and procedures
under paragraphs (1), (2), (5), and (6) of section
360fff-3(a) of this title shall not apply to any re-
quests submitted to the Secretary under section
360fff-1 of this title after the date that is 6 years
after November 26, 2014.

(June 25, 1938, ch. 675, §586D, as added Pub. L.
113-195, §2(a), Nov. 26, 2014, 128 Stat. 2044.)

REFERENCES IN TEXT

The Public Health Service Act, referred to in subsec.
(0)(3), 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.

§ 360fff-5. Sunscreen monograph

(a) In general

Not later than 5 years after November 26, 2014,
the Secretary shall amend and finalize regula-
tions under part 352 of title 21, Code of Federal
Regulations concerning nonprescription sun-
screen that are effective not later than 5 years
after November 26, 2014. The Secretary shall
publish such regulations not less than 30 cal-
endar days before the effective date of such reg-
ulations.

(b) Reports

If the regulations promulgated under sub-
section (a) do not include provisions related to
the effectiveness of various sun protection fac-
tor levels, and do not address all dosage forms
known to the Secretary to be used in sunscreens
marketed in the United States without a new
drug approval under section 355 of this title, the
Secretary shall submit a report to the Commit-
tee on Health, Education, Labor, and Pensions
of the Senate and the Committee on Energy and
Commerce of the House of Representatives on
the rationale for such provisions not being in-
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cluded in such regulations, and a plan and time-
line to compile any information necessary to ad-
dress such provisions through final regulations.

(June 25, 1938, ch. 675, §586E, as added Pub. L.
113-195, §2(a), Nov. 26, 2014, 128 Stat. 2045.)

§ 360fff-6. Non-sunscreen time and extent appli-
cations

(a) Pending time and extent applications
(1) In general
(A) Request for framework for review

If, prior to November 26, 2014, an applica-
tion was submitted pursuant to section
330.14 of title 21, Code of Federal Regulations
for a GRASE determination for a drug other
than a nonprescription sunscreen active in-
gredient or combination of nonprescription
sunscreen active ingredients and such drug
was found to be eligible to be considered for
inclusion in the over-the-counter drug
monograph system pursuant to section 330.14
of title 21, Code of Federal Regulations, the
sponsor of such application may request that
the Secretary provide a framework under
paragraph (2) for the review of such applica-
tion.

(B) Request requirements

A request for a framework for review of an
application made under subparagraph (A)
shall be made within 180 calendar days of
November 26, 2014, and shall include the pref-
erence of such sponsor as to whether such
application is reviewed by the Secretary in
accordance with—

(i) the processes and procedures set forth
for pending requests under section
360fff-3(b) of this title, except that specific
timelines shall be determined in accord-
ance with other applicable requirements
under this section;

(ii) the processes and procedures set
forth under part 330 of title 21, Code of
Federal Regulations (or any successor reg-
ulations);

(iii) an initial filing determination under
the processes and procedures described in
section 360fff-2(b) of this title and the
processes and procedures set forth for
pending requests under section 360fff-3(b)
of this title, except that specific timelines
shall be determined in accordance with
other applicable requirements under this
section; or

(iv) an initial filing determination under
the processes and procedures described in
section 360fff-2(b) of this title and the
processes and procedures set forth under
part 330 of title 21, Code of Federal Regula-
tions (or any successor regulations).

(C) No request

If a sponsor described in subparagraph (A)
does not make such request within 180 cal-
endar days of November 26, 2014, such appli-
cation shall be reviewed by the Secretary in
accordance with the timelines of the appli-
cable regulations when such regulations are
finalized under subsection (b).
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(2) Framework

Not later than 1 year after November 26,
2014, the Secretary shall provide, in writing, a
framework to each sponsor that submitted a
request under paragraph (1). Such framework
shall set forth the various timelines, in cal-
endar days, with respect to the processes and
procedures for review under clauses (i), (ii),
(iii), and (iv) of paragraph (1)(B) and—

(A) such timelines shall account for the
considerations under paragraph (5); and

(B) the timelines for the various processes
and procedures shall not be shorter than the
timelines set forth for pending requests
under sections 360fff-2(b) and 360fff-3(b) of
this title, as applicable.

(3) Governing processes and procedures for re-

view

(A) Election

Not later than 60 calendar days after the
Secretary provides a framework to a sponsor
under paragraph (2), such sponsor may pro-
vide an election to the Secretary regarding
the processes and procedures for review
under clause (i), (ii), (iii), or (iv) of para-
graph (1)(B). If such sponsor makes such
election, the Secretary shall review the ap-
plication that is the subject of such election
pursuant to the processes and procedures
elected by such sponsor and the applicable
timelines in calendar days set forth under
such framework, which the Secretary shall
confirm in writing to the sponsor not later
than the date upon which the Secretary pro-
vides a report under paragraph (4). If such
sponsor does not make such election, such
application shall be reviewed by the Sec-
retary in accordance with the timelines of
the applicable regulations when such regula-
tions are finalized under subsection (b).

(B) Different processes and procedures

At any time during review of an applica-
tion, the Secretary may review such applica-
tion under different processes and proce-
dures under clause (i), (ii), (iii), or (iv) of
paragraph (1)(B) than the processes and pro-
cedures the sponsor elected in accordance
with subparagraph (A), so long as the Sec-
retary proposes, in writing, the change and
the sponsor agrees, in writing, to such
change.

(C) Inclusion of ingredients in monographs

If the sponsor elects to use the processes
and procedures for review in accordance
with clause (i) or (iii) of paragraph (1)(B),
the Secretary may incorporate any resulting
final order into a regulation addressing the
conditions under which other drugs in the
same therapeutic category are GRASE and
not misbranded, including through direct
final rulemaking, and the final order so in-
corporated shall cease to be effective on the
effective date of the final regulation that ad-
dresses such drug.

(4) Letter regarding pending applications
Not later than 18 months after November 26,

2014, the Secretary shall report to the Com-
mittee on Health, Education, Labor, and Pen-
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sions of the Senate and the Committee on En-
ergy and Commerce of the House of Represent-
atives, in writing, regarding all pending appli-
cations subject to paragraph (1). In such let-
ter, the Secretary shall provide a report on the
review of such applications, including the
timelines, in calendar days, for the review and
GRASE determination for each application.
Such timelines shall account for the consider-
ations under paragraph (5).

(5) Timelines

The timelines in calendar days established
by the Secretary pursuant to this subsection—
(A) may vary based on the content, com-
plexity, and format of the application sub-
mitted to the Secretary; and
(B) shall—

(i) reflect the public health priorities of
the Food and Drug Administration, includ-
ing the potential public health benefits
posed by the inclusion of additional drugs
in the over-the-counter drug monograph
system;

(ii) take into consideration the resources
available to the Secretary for carrying out
such priorities and the processes and pro-
cedures described in paragraphs (1)(B) and
(2); and

(iii) be reasonable, taking into consider-
ation the requirements described in
clauses (i) and (ii).

(b) New time and extent applications

(1) In general

Not later than 18 months after November 26,
2014, the Secretary shall issue proposed regula-
tions establishing timelines for the review of
applications for GRASE determinations for
drugs other than nonprescription sunscreen
active ingredients or combinations of non-
prescription sunscreen active ingredients that
are submitted to the Secretary after Novem-
ber 26, 2014, under section 330.14 of title 21,
Code of Federal Regulations (or any successor
regulations), and that are found to be eligible
to be considered for inclusion in the over-the-
counter drug monograph system pursuant to
section 330.14 of title 21, Code of Federal Regu-
lations (or any successor regulations), or that
are subject to this subsection pursuant to
paragraph (1) or (3) of subsection (a), as appli-
cable, providing—

(A) timely and efficient completion of
evaluations of applications under section
330.14 of title 21, Code of Federal Regulations
(or any successor regulations) for drugs
other than sunscreens; and

(B) timely and efficient completion of the
review of the safety and effectiveness sub-
missions pursuant to such applications, in-
cluding establishing—

(i) reasonable timelines, in calendar
days, for the applicable proposed and final
regulations for applications of various con-
tent, complexity, and format, and time-
lines for internal procedures related to
such processes; and

(ii) measurable metrics for tracking the
extent to which the timelines set forth in
the regulations are met.
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(2) Timelines

The timelines in calendar days established
in the regulations under paragraph (1)—

(A) may vary based on the content, com-
plexity, and format of the application sub-
mitted to the Secretary; and

(B) shall—

(i) reflect the public health priorities of
the Food and Drug Administration, includ-
ing the potential public health benefits
posed by the inclusion of additional drugs
in the over-the-counter drug monograph
system;

(ii) take into consideration the resources
available to the Secretary for carrying out
such priorities and the processes and pro-
cedures described in paragraph (1); and

(iii) be reasonable, taking into consider-
ation the requirements described in
clauses (i) and (ii).

(3) Procedure

In promulgating regulations under this sub-
section, the Secretary shall issue a notice of
proposed rulemaking that includes a copy of
the proposed regulation, provide a period of
not less than 60 calendar days for comments
on the proposed regulation, and publish the
final regulation not less than 30 calendar days
before the effective date of the regulation.

(4) Restrictions

Notwithstanding any other provision of law,
the Secretary shall promulgate regulations
implementing this section only as described in
paragraphs (1), (2), and (3).

(5) Final regulations

The Secretary shall finalize the regulations
under this section not later than 27 months
after November 26, 2014.

(June 25, 1938, ch. 675, §586F, as added Pub. L.
113-195, §3, Nov. 26, 2014, 128 Stat. 2046.)

§ 360fff-7. Report
(a) In general

(1) In general

Not later than 18 months after November 26,
2014, and on the dates that are 2 and 4 years
thereafter, the Secretary shall issue a report
to the Committee on Health, Education,
Labor, and Pensions of the Senate and the
Committee on Energy and Commerce of the
House of Representatives describing actions
taken under this part.

(2) Contents

The reports under this subsection shall in-
clude—

(A) a review of the progress made in issu-
ing GRASE determinations for pending re-
quests, including the number of pending re-
quests—

(i) reviewed and the decision times for
each request, measured from the date of
the original request for an eligibility de-
termination submitted by the sponsor;

(ii) resulting in a determination that the
nonprescription sunscreen active ingredi-
ent or combination of nonprescription sun-
screen active ingredients is GRASE and is
not misbranded;
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(iii) resulting in a determination that
the nonprescription sunscreen active in-
gredient or combination of nonprescrip-
tion sunscreen active ingredients is not
GRASE and is misbranded and the reasons
for such determinations; and

(iv) for which a determination has not
been made, and an explanation for the
delay, a description of the current status
of each such request, and the length of
time each such request has been pending,
measured from the date of original request
for an eligibility determination by the
sponsor;

(B) a review of the progress made in issu-
ing GRASE determinations for requests not
included in the reporting under subpara-
graph (A), including the number of such re-
quests—

(i) reviewed and the decision times for
each request;

(ii) resulting in a determination that the
nonprescription sunscreen active ingredi-
ent, combination of nonprescription sun-
screen active ingredients, or other ingredi-
ent is GRASE and is not misbranded;

(iii) resulting in a determination that
the nonprescription sunscreen active in-
gredient, combination of nonprescription
sunscreen active ingredients, or other in-
gredient is not GRASE and is misbranded
and the reasons for such determinations;
and

(iv) for which a determination has not
been made, and an explanation for the
delay, a description of the current status
of each such request, and the length of
time each such request has been pending,
measured from the date of original request
for an eligibility determination by the
sponsor;

(C) an annual accounting (including infor-
mation from years prior to November 26,
2014, where such information is available) of
the total number of requests submitted,
pending, or completed under this part, in-
cluding whether such requests were the sub-
ject of an advisory committee convened by
the Secretary;

(D) a description of the staffing and re-
sources relating to the costs associated with
the review and decisionmaking pertaining to
requests under this part;

(E) a review of the progress made in meet-
ing the deadlines with respect to processing
requests under this part; and

(F') to the extent the Secretary determines
appropriate, recommendations for process
improvements in the handling of requests
under this part, including the advisory com-
mittee review process.

(b) Method

The Secretary shall publish the reports under
subsection (a) in the manner the Secretary de-
termines to be the most effective for efficiently
disseminating the report, including publication
of the report on the Internet website of the Food
and Drug Administration.

(June 25, 1938, ch. 675, §586G, as added Pub. L.
113-195, §4(c), Nov. 26, 2014, 128 Stat. 2050.)
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