§ 360fff-3

under subsection (a) for further review under
this section and section 360fff-3 of this title,
the Secretary shall, in notifying the public
under subsection (a)(1)(C) of such eligibility
determination, post the eligibility determina-
tion on the Internet website of the Food and
Drug Administration, invite the sponsor of
such request and any other interested party to
submit comments, and provide a period of not
less than 45 calendar days for comments in
support of or otherwise relating to a GRASE
determination, including published and unpub-
lished data and other information related to
the safety and efficacy of such request.

(2) Filing determination

Not later than 60 calendar days after the
submission of data and other information de-
scribed in paragraph (1) by the sponsor, the
Secretary shall determine whether the data
and other information submitted by the spon-
sor under this section are sufficiently com-
plete, including being formatted in a manner
that enables the Secretary to determine the
completeness of such data and information, to
enable the Secretary to conduct a substantive
review under section 360fff-3 of this title with
respect to such request. Not later than 60 cal-
endar days after the submission of data and
other information described in paragraph (1)
by the sponsor, if the Secretary determines—

(A) that such data and other information
are sufficiently complete, the Secretary
shall—

(i) issue a written notification to the
sponsor of the determination to file such
request, and make such notification pub-
licly available; and

(ii) file such request made under section
360fff-1 of this title; or

(B) that such data and other information
are not sufficiently complete, the Secretary
shall issue a written notification to the
sponsor of the determination to refuse to file
the request, which shall include the reasons
for the refusal, including why such data and
other information are not sufficiently com-
plete, and make such notification publicly
available.

(3) Refusal to file a request

(A) Request for meetings; submission of addi-
tional data or other information

If the Secretary refuses to file a request
made under section 360fff-1 of this title, the
sponsor may—

(i) within 30 calendar days of receipt of
written notification of such refusal, re-
quest, in writing, a meeting with the Sec-
retary regarding the filing determination;
and

(ii) submit additional data or other in-
formation.

(B) Meetings
(i) In general

If a sponsor seeks a meeting under sub-
paragraph (A)(i), the Secretary shall con-
vene the meeting within 30 calendar days
of the request for such meeting.
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(ii) Actions after meeting

Following any meeting held under clause
(i)—

(I) the Secretary may file the request
within 60 calendar days;

(IT) the sponsor may submit additional
data or other information; or

(ITI) if the sponsor elects, within 120
calendar days, to have the Secretary file
the request (with or without amend-
ments to correct any purported defi-
ciencies to the request)—

(aa) the Secretary shall file the re-
quest over protest, not later than 30
calendar days after the sponsor makes
such election;

(bb) at the time of filing, the Sec-
retary shall provide written notifica-
tion of such filing to the sponsor; and

(cc) the Secretary shall make such
notification publicly available.

(iii) Requests filed over protest

The Secretary shall not require the spon-
sor to resubmit a copy of the request for
purposes of filing a request filed over pro-
test, as described in clause (ii)(I1I).

(C) Submissions of additional data or other
information

Within 60 calendar days of any submission
of additional data or other information
under subparagraph (A)(ii) or (B)(ii)(II), the
Secretary shall reconsider the previous de-
termination made under paragraph (2) with
respect to the applicable request and make a
new determination in accordance with para-
graph (2).

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

After the period of confidentiality de-
scribed in subsection (a)(3)(C), the Secretary
shall make data and other information sub-
mitted in connection with a request under
section 360fff-1 of this title publicly avail-
able, with redactions for information that is
treated as confidential 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

A person submitting information under
this section shall identify at the time of
such submission the portions of such infor-
mation that the person considers to be con-
fidential information described in subpara-
graph (A).

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

§ 360fff-3. GRASE determination

(a) Review of new request
(1) Proposed sunscreen order

In the case of a request under section 360fff-1
of this title, not later than 300 calendar days
after the date on which such request is filed
under subsection (b)(2)(A) or (b)(3)(B)(ii)(III) of
section 360fff-2 of this title, the Secretary—
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(A) may convene a meeting of the Advi-
sory Committee to review such request; and
(B) shall complete the review of such re-
quest and issue a proposed sunscreen order
with respect to such request.
(2) Proposed sunscreen order by Commissioner

If the Secretary does not issue a proposed
sunscreen order under paragraph (1)(B) within
such 300-day period, the sponsor of such re-
quest may notify the Office of the Commis-
sioner of such request and request review by
the Office of the Commissioner. If such spon-
sor so notifies the Office of the Commissioner,
the Commissioner shall, not later than 60 cal-
endar days after the date of notification under
this paragraph, issue a proposed sunscreen
order with respect to such request.

(3) Public comment period

A proposed sunscreen order issued under
paragraph (1)(B) or (2) with respect to a re-
quest shall provide for a period of 45 calendar
days for public comment.

(4) Meeting

A sponsor may request, in writing, a meet-
ing with respect to a proposed sunscreen order
issued under this subsection and described in
subparagraph (B) or (C) of section 360fff(7) of
this title, not later than 30 calendar days after
the Secretary issues such order. The Secretary
shall convene a meeting with such sponsor not
later than 45 calendar days after such request
for a meeting.

(5) Final sunscreen order

With respect to a proposed sunscreen order
under paragraph (1)(B) or (2)—
(A) the Secretary shall issue a final sun-
screen order—

(i) in the case of a proposed sunscreen
order described in subparagraph (A) or (B)
of section 360fff(7) of this title, not later
than 90 calendar days after the end of the
public comment period under paragraph
(3); or

(ii) in the case of a proposed sunscreen
order described in subparagraph (C) of sec-
tion 360fff(7) of this title, not later than 210
calendar days after the date on which the
sponsor submits the additional informa-
tion requested pursuant to such proposed
sunscreen order; or

(B) if the Secretary does not issue such
final sunscreen order within such 90- or 210-
calendar-day period, as applicable, the spon-
sor of such request may notify the Office of
the Commissioner of such request and re-
quest review by the Office of the Commis-
sioner.

(6) Final sunscreen order by Commissioner
The Commissioner shall issue a final sun-

screen order with respect to a proposed sun-

screen order subject to paragraph (5)(B) not

later than 60 calendar days after the date of

notification under such paragraph.

(b) Review of pending requests

(1) In general

The review of a pending request shall be car-
ried out by the Secretary in accordance with
this subsection.
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(2) Inapplicability of sections 360fff-1 and
360fff-2 of this title

Sections 360fff-1 and 360fff-2 of this title
shall not apply with respect to any pending re-
quest.

(3) Feedback letters as proposed sunscreen
order

Notwithstanding the requirements of section
360fff("7) of this title, a letter issued pursuant
to section 330.14(g) of title 21, Code of Federal
Regulations before November 26, 2014, with re-
spect to a pending request, shall be deemed to
be a proposed sunscreen order and displayed
on the Internet website of the Food and Drug
Administration. Notification of the availabil-
ity of such letter shall be published in the
Federal Register not later than 45 calendar
days after November 26, 2014.

(4) Proposed sunscreen order

In the case of a pending request for which
the Secretary has not issued a letter pursuant
to section 330.14(g) of title 21, Code of Federal
Regulations before November 26, 2014, the Sec-
retary shall complete review of such request
and, not later than 90 calendar days after No-
vember 26, 2014, issue a proposed sunscreen
order with respect to such request.

(5) Proposed sunscreen order by Commissioner

If the Secretary does not issue a proposed
sunscreen order under paragraph (4), or the
Secretary does not publish a notification of
the availability of a letter under paragraph
(3), as applicable, the sponsor of such request
may notify the Office of the Commissioner of
such request and request review by the Office
of the Commissioner. The Commissioner shall,
not later than 60 calendar days after the date
of notification under this paragraph, issue a
proposed order with respect to such request.

(6) Public comment period

A proposed sunscreen order issued under
paragraph (4) or (5), or a notification of the
availability of a letter under paragraph (3),
with respect to a pending request shall provide
for a period of 45 calendar days for public com-
ment.

(7) Meeting

A sponsor may request, in writing, a meet-
ing with respect to a proposed sunscreen order
issued under this subsection, including a letter
deemed to be a proposed sunscreen order under
paragraph (3), not later than 30 calendar days
after the Secretary issues such order or the
date upon which such feedback letter is
deemed to be a proposed sunscreen order, as
applicable. The Secretary shall convene a
meeting with such sponsor not later than 45
calendar days after the date of such request
for a meeting.

(8) Advisory Committee

In the case of a proposed sunscreen order
under paragraph (3), (4), or (5), an Advisory
Committee meeting may be convened for the
purpose of reviewing and providing recom-
mendations regarding the pending request.

(9) Final sunscreen order

In the case of a proposed sunscreen order
under paragraph (3), (4), or (5)—
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(A) the Secretary shall issue a final sun-
screen order with respect to the request—

(i) in the case of a proposed sunscreen
order described in subparagraph (A) or (B)
of section 360fff(7) of this title, not later
than 90 calendar days after the end of the
public comment period under paragraph
(6); or

(ii) in the case of a proposed sunscreen
order described in subparagraph (C) of sec-
tion 360fff(7) of this title—

(I) if the Advisory Committee is not
convened under paragraph (8), not later
than 210 calendar days after the date on
which the sponsor submits the additional
information requested pursuant to such
proposed sunscreen order, which shall in-
clude a rationale for not convening such
Advisory Committee; or

(IT) if the Advisory Committee is con-
vened under paragraph (8), not later than
270 calendar days after the date on which
the sponsor submits such additional in-
formation; or

(B) if the Secretary does not issue such
final sunscreen order within such 90-, 210-, or
270-calendar-day period, as applicable, the
sponsor of such request may notify the Of-
fice of the Commissioner about such request
and request review by the Office of the Com-
missioner.

(10) Final sunscreen order by Commissioner

The Commissioner shall issue a final sun-
screen order with respect to a proposed sun-
screen order subject to paragraph (9)(B) not
later than 60 calendar days after the date of
notification under such paragraph.

(¢) Advisory Committee

The Secretary shall not be required to—
(1) convene the Advisory Committee—

(A) more than once with respect to any re-
quest under section 360fff-1 of this title or
any pending request; or

(B) more than twice in any calendar year
with respect to the review under this sec-
tion; or
(2) submit more than a total of 3 requests

under section 360fff-1 of this title or pending
requests to the Advisory Committee per meet-
ing.
(d) No delegation
Any responsibility vested in the Commissioner
by subsection (a)(2), (a)(6), (b)(5), or (b)(10) shall
not be delegated.
(e) Effect of final sunscreen order
(1) In general

(A) Sunscreen active ingredients determined
to be GRASE

Upon issuance of a final sunscreen order
determining that a nonprescription sun-
screen active ingredient or combination of
nonprescription sunscreen active ingredients
is GRASE and is not misbranded, a sun-
screen containing such ingredient or combi-
nation of ingredients shall be permitted to
be introduced or delivered into interstate
commerce for use under the conditions de-

scribed in such final sunscreen order, in ac-
cordance with all requirements applicable to
drugs not subject to section 353(b)(1) of this
title, for so long as such final sunscreen
order remains in effect.

(B) Sunscreen active ingredients determined
not to be GRASE

Upon issuance of a final sunscreen order
determining that a nonprescription sun-
screen active ingredient or combination of
nonprescription sunscreen active ingredients
is not GRASE and is misbranded, a sun-
screen containing such ingredient or combi-
nation of ingredients shall not be introduced
or delivered into interstate commerce, for
use under the conditions described in such
final sunscreen order, unless an application
is approved pursuant to section 355 of this
title with respect to a sunscreen containing
such ingredient or combination of ingredi-
ents, or unless conditions are later estab-
lished under which such ingredient or combi-
nation of ingredients is later determined to
be GRASE and not misbranded under the
over-the-counter drug monograph system.

(2) Amendments to final sunscreen orders

(A) Amendments at initiative of Secretary

In the event that information relevant to
a nonprescription sunscreen active ingredi-
ent or combination of nonprescription sun-
screen active ingredients becomes available
to the Secretary after issuance of a final
sunscreen order, the Secretary may amend
such final sunscreen order by issuing a new
proposed sunscreen order under subsection
(a)(1) and following the procedures set forth
in this section.

(B) Petition to amend final order

Any interested person may petition the
Secretary to amend a final sunscreen order
under section 10.30, title 21 Code of Federal
Regulations (or any successor regulations).
If the Secretary grants any petition under
such section, the Secretary shall initiate the
process for amending a final sunscreen order
by issuing a new proposed sunscreen order
under subsection (a)(1) and following the
procedures set forth in this section.

(C) Applicability of final orders

Once the Secretary issues a new proposed
sunscreen order to amend a final sunscreen
order under subparagraph (A) or (B), such
final sunscreen order shall remain in effect
and paragraph (3) shall not apply to such
final sunscreen order until the Secretary has
issued a new final sunscreen order or has de-
termined not to amend the final sunscreen
order.

(3) Inclusion of ingredients that are subjects of

final orders in the sunscreen monograph
(A) Amending regulations

(i) Requirement

At any time that the Secretary proposes
to amend part 352 of title 21, Code of Fed-
eral Regulations (or any successor regula-
tions) concerning nonprescription sun-
screen, including pursuant to section
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360fff-5 of this title, except as provided in
clause (iv), the Secretary shall include in
such part 352 (or any successor regula-
tions) any nonprescription sunscreen ac-
tive ingredient or combination of non-
prescription sunscreen active ingredients
that is the subject of an effective final
sunscreen order of the type described in
section 360fff(2)(A) of this title and issued
since the time that the Secretary last
amended such regulations. Such regula-
tion shall set forth conditions of use under
which each such ingredient or combination
of ingredients is GRASE and not mis-
branded. If these conditions differ from, or
are in addition to, those previously set
forth in the applicable final sunscreen
order, the Secretary shall provide notice
and opportunity for comment on such con-
ditions in the rulemaking, and the applica-
ble final sunscreen order shall continue in
effect until the effective date of a final
regulation, as set forth in clause (iii).

(ii) Inclusion of orders

In proposing to amend the regulations as
described in clause (i), the Secretary shall
include in the proposed regulations a list
of final sunscreen orders that shall cease
to be effective on the effective date of a re-
sulting final regulation. Such list shall in-
clude all final sunscreen orders of the type
described in section 360fff(2)(A) of this title
that are in effect on the date that such
regulations are proposed, with the excep-
tion that such list shall not include any
final sunscreen orders that, on the date
that the regulations are proposed, the Sec-
retary is in the process of amending under
paragraph (2).

(iii) Orders no longer effective

Any final sunscreen order included by
the Secretary in a list described in clause
(ii) and in a list included in resulting final
regulations shall cease to be effective on
the date that such final regulations in-
cluding such order in such list become ef-
fective.

(iv) Ingredients not GRASE

If, notwithstanding a final sunscreen
order stating that a nonprescription sun-
screen active ingredient or combination of
nonprescription sunscreen active ingredi-
ents is GRASE and is not misbranded if
marketed in accordance with such order,
while amending the regulations as de-
scribed in clause (i), the Secretary con-
cludes that such ingredient or combina-
tion of ingredients is no longer GRASE for
use in nonprescription sunscreen, the Sec-
retary shall, at the discretion of the Sec-
retary, either initiate the process for
amending the final sunscreen order set
forth in paragraph (2) of this subsection or
include in a proposed regulation an expla-
nation and information supporting the de-
termination of the Secretary that such in-
gredient or combination of ingredients is
no longer GRASE for use in nonprescrip-
tion sunscreen.
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(B) Procedure for updating regulations

After the Secretary amends and finalizes
the regulations under part 352 of title 21,
Code of Federal Regulations under section
360fff-5 of this title and such regulations be-
come effective, the Secretary may use direct
final rulemaking to include in such regula-
tions any nonprescription sunscreen active
ingredients that are the subject of effective
final sunscreen orders.

(June 25, 1938, ch. 675, §586C, as added Pub. L.
113-195, §2(a), Nov. 26, 2014, 128 Stat. 2039.)

§ 360fff-4. Guidance; other provisions

(a) Guidance
(1) In general
(A) Draft guidance

Not later than 1 year after November 26,
2014, the Secretary shall issue draft guidance
on the implementation of, and compliance
with, the requirements with respect to sun-
screen under this part, including guidance
on—

(i) the format and content of informa-
tion submitted by a sponsor in support of
a request under section 360fff-1 of this title
or a pending request;

(ii) the data required to meet the safety
and efficacy standard for determining
whether a nonprescription sunscreen ac-
tive ingredient or combination of non-
prescription sunscreen active ingredients
is GRASE and is not misbranded;

(iii) the process by which a request under
section 360fff-1 of this title or a pending
request is withdrawn; and

(iv) the process by which the Secretary
will carry out section 360fff-3(c) of this
title, including with respect to how the
Secretary will address the total number of
requests received under section 360fff-1 of
this title and pending requests.

(B) Final guidance

The Secretary shall finalize the guidance
described in subparagraph (A) not later than
2 years after November 26, 2014.

(C) Inapplicability of Paperwork Reduction
Act

Chapter 35 of title 44 shall not apply to col-
lections of information made for purposes of
guidance under this subsection.

(2) Submissions pending issuance of final guid-
ance

Irrespective of whether final guidance under
paragraph (1) has been issued—

(A) persons may, beginning on November
26, 2014, make submissions under this part;
and

(B) the Secretary shall review and act
upon such submissions in accordance with
this part.

(b) Rules of construction
(1) Currently marketed sunscreens

Nothing in this part shall be construed to af-
fect the marketing of sunscreens that are mar-
keted in interstate commerce on or before No-
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