DEPARTMENT OF HEALTH &. HUMAN SERVICES
Food and Drug Administration
Silver Spring, MD 20993

May 24, 2016

The Honorable Lamar Alexander
Chairman
Committee on Health, Education, Labor, and Pensions
United States Senate
Washington, DC 20510
Dear Mr. Chairman:
This letter is being provided pursuant to a requi rement under the Sunscreen Innovation Act of
20 14 (SIA) to provide your Committee with a report regarding certain non-sunscreen time and
extent applications (TEAs). Specifically, among other things, the SIA amended the Federal
Food, Drug, and Cosmetic Act (FD&C Act) to require the Food and Drug Administration (FDA)
to provide a report to your Committee on the review of TEAs subject to section 586F(a)(l ) of the
FD&C Act, 1 including the timelines for the review and FDA 's generally recognized as safe and
effective (GRASE) determination for each of these TEAs, with the report due by May 26,20 16.
See Sec. 586F(a)(4) (Letter Regarding Pending Applications) of the FD&C Act.

FDA Review Frameworks
Six non-sunscreen TEAs were pending with FDA prior to the date of enactment of the SIA (see
attached table for more information). Sponsors for three of the TEAs requested and selected a
review framework in accordance w ith section 586F(a) of the FD&C Act. Each selected
framework is summarized in the attached table.
FDA will review submissions for TEAs for which the sponsor selected a review framework
according to the timelines applicable to the option chosen by the sponsor. TEAs for which the
sponsor did not request a framework for review will be reviewed in accordance with the
timelines that are to be established in the final rule that the SIA requires FDA to issue under
section 586F(b) of the FD&C Act? This letter is also being sent to Senator Patty Murray and
Representatives Fred Upton and Frank Pallone.

Sincerely,RJ- ~
Robert M. Califf, M.D.
Commi ssioner of Food and Drugs
Attachment
1
Section 586 F(a)( l ) provides that if a TE A for a drug oth er than a nonpresc ription s unscreen active ingred ient o r combination of nonprescription
s unscreen active ingredients was s ubmitted to FDA before the SIA was enacted. and the drug was found to be eli gible to be conside red fo r
incl usion in the OTC drug monograph sys tem under FDA regulatio ns, the sponsor of the TEA may request a framework fo r rev iew o f the
appli cat ion under section 586F(a)(2) of the FD&C Act.
2
See section 586F(a)( I)(C) of the FD&C Act. With rega rd to the fi nal rule required by section 586F(b) o f the FD&C Act, there are two relevant
s tatutory deadlines . The proposed rule was due by May 26, 20 16 (FDA publi shed this proposed rule in the Federal Register on April4, 20 16 (8 1
FR 19069)), and the fin al r ule is due by February 26. 20 17.

