
21 U.S. Code § 355c-1
Report

(a) In general
Not later than four years after July 9, 2012, and every five years thereafter, the Secretary shall prepare and
submit to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on
Energy and Commerce of the House of Representatives, and make publicly available, including through posting
on the Internet Web site of the Food and Drug Administration, a report on the implementation of sections 355a
and 355c of this title.

(b) Contents
Each report under subsection (a) shall include—

(1) an assessment of the effectiveness of sections 355a and 355c of this title in improving information about
pediatric uses for approved drugs and biological products, including the number and type of labeling changes
made since July 9, 2012, and the importance of such uses in the improvement of the health of children;
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