
21 U.S. Code § 360fff-6
Non-sunscreen time and extent applications

(a) Pending time and extent applications
(1)(1) In general In general

(A)(A) Request for framework for review Request for framework for review
If, prior to November 26, 2014, an application 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 ingredient 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 application.

(B)(B) Request requirements 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 preference 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 accordance 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 regulations);

(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
Regulations (or any successor regulations).

(C)(C) No request No request
If a sponsor described in subparagraph (A) does not make such request within 180 calendar days of
November 26, 2014, such application shall be reviewed by the Secretary in accordance with the timelines
of the applicable regulations when such regulations are finalized under subsection (b).
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