


grounds, and appropriate procedures, including notice
and an opportunity for a hearing, for the exercise of its
authority to fully or partially rescind a 510(k) clear-
ance.’’ The agency recently closed a comment period on
the 510(k) report’s recommendations.

FDA’s rescission proposal from August also came un-
der fire from a bipartisan group of House Energy and
Commerce Committee members, who in an Oct. 12 let-
ter to FDA said five of the proposed changes to the

510(k) process, including rescission authority, could
prove disruptive and should be considered controver-
sial (197 HCDR, 10/14/10).

BY NATHANIEL WEIXEL

FDA’s announcement is at http://www.fda.gov/
NewsEvents/Newsroom/PressAnnouncements/
ucm229384.htm.
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