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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.)

Editorial Notes
REFERENCES IN TEXT

The Public Health Service Act, referred to in subsec.
(b)(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. Repealed. Pub. L. 116-136, div. A, title
111, § 3854(b)(5), Mar. 27, 2020, 134 Stat. 456

Section, June 25, 1938, ch. 675, § 586K, as added Pub. L.
113-195, §2(a), Nov. 26, 2014, 128 Stat. 2045, related to
sunscreen monograph.

§ 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).

(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
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