
21 U.S. Code § 360fff-3
GRASE determination

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

(A) may convene a meeting of the Advisory Committee to review such request; and

(B) shall complete the review of such request and issue a proposed sunscreen order with respect to such
request.

(2)(2) Proposed sunscreen order by Commissioner 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 request may notify the Office of the Commissioner of such request and request
review by the Office of the Commissioner. If such sponsor so notifies 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 sunscreen order with respect to such request.

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

(4)(4) Meeting Meeting
A sponsor may request, in writing, a meeting 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)(5) Final sunscreen order Final sunscreen order
With respect to a proposed sunscreen order under paragraph (1)(B) or (2)—

(A) the Secretary shall issue a final sunscreen 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 section 360fff(7) of this
title, not later than 210 calendar days after the date on which the sponsor submits the additional
information 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 sponsor of such request may notify the Office of the Commissioner of such request and
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request review by the Office of the Commissioner.

(6)(6) Final sunscreen order by Commissioner Final sunscreen order by Commissioner
The Commissioner shall issue a final sunscreen order with respect to a proposed sunscreen order subject to
paragraph (5)(B) not later than 60 calendar days after the date of notification under such paragraph.
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